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FEDERAL REGISTER WORKSHOP

THE FEDERAL REGISTER: WHAT IT IS AND

HOW TO USE IT

FOR: Any person who uses the Federal Register and Code of Federal
Regulations.
WHO: Sponsored by the Office of the Federal Register.
WHAT: Free public briefings (approximately 3 hours) to present:
1. The regulatory process, with a focus on the Federal Register
system and the public’s role in the development regulations.
2. The relationship between the Federal Register and Code
of Federal Regulations.
3. The important elements of typical Federal Register
documents.
4. An introduction to the finding aids of the FR/CFR system.
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There will be no discussion of specific agency regulations.

WASHINGTON, DC
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Office of the Federal Register
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WHEN:
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Rules and Regulations

Federal Register

Vol. 63, No. 91
Tuesday, May 12, 1998

This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

Office of Federal Housing Enterprise
Oversight

12 CFR Part 1720
RIN 2550-AA05

Implementation of the Privacy Act of
1974

AGENCY: Office of Federal Housing
Enterprise Oversight, HUD.

ACTION: Final regulation.

SUMMARY: The Office of Federal Housing
Enterprise Oversight is adopting as final
without change the interim regulation
that was published at 63 FR 8840 on
February 23, 1998. This final regulation
implements the Privacy Act of 1974 by
setting forth the procedures by which an
individual may request access to records
about him/her that are maintained by
OFHEO, amendment of such records, or
an accounting of disclosures of such
records.

DATES: This final regulation is effective
June 11, 1998.

FOR FURTHER INFORMATION CONTACT: Gary
L. Norton, Deputy General Counsel, or
Isabella W. Sammons, Associate General
Counsel, Office of General Counsel,
Office of Federal Housing Enterprise
Oversight, 1700 G Street, NW., Fourth
Floor, Washington, DC 20552, telephone
(202) 414-3800 (not a toll-free number).
The toll-free telephone number for the
Telecommunications Device for the Deaf
is (800) 877—8339.

SUPPLEMENTARY INFORMATION:

The Office of Federal Housing
Enterprise Oversight (OFHEO)
published an interim regulation at 63 FR
8840 on February 23, 1998, that
implemented the Privacy Act of 1974.
OFHEO requested comments on the
interim regulation, but did not receive
any. Accordingly, the interim
regulation, which amended Chapter

XVII of title 12 of the Code of Federal
Regulations by adding part 1720, is
adopted as a final regulation without
change.

Dated: May 5, 1998.
Mark A. Kinsey,
Acting Director.
[FR Doc. 98-12588 Filed 5-11-98; 8:45 am]
BILLING CODE 4220-01-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration
14 CFR Part 36

Noise Standards: Aircraft Type and
Airworthiness Certification

CFR Correction

In Title 14 of the Code of Federal
Regulations, parts 1 to 59, revised as of
January 1, 1998, on page 779, in
appendix A to part 36, the following
text was removed and should be
reinstated below each equation.

Appendix A to Part 36 [Corrected]

1. In the first column, in paragraph
(d)(1)(i), the omitted text should read as
follow:

* * * * *

where SPLi and SPLic are the measured and
corrected sound pressure levels, respectively,
in the i-th one-third octave band. The first
correction term accounts for the effects of
change in atmospheric sound absorption
where ai and aio are the sound absorption
coefficients for the test (determined under
section A36.9(d)) and reference atmospheric
conditions, respectively, for the i-th one-third
octave band and KQ is the measured takeoff
sound propagation path. The second
correction term accounts for the effects of
atmospheric sound absorption on the change
in the sound propagation path length where
KQc is the corrected takeoff sound
propagation path. The third correction term
accounts for the effects of the inverse square
law on the change in the sound propagation
path length.

* * * * *

2. Also, in the first column, in
paragraph (d)(2)(i), the omitted text
should read as follows:

* * * * *

where NS and NSr are the measured and
reference approach sound propagation paths,
respectively.

* * * * *

3. In the second column, in paragraph
(d)(3), the omitted text should read as
follows:

* * * * *

where LX is the measured sideline sound
propagation path from station L (Figure Al)
to position X of the aircraft for which PNLTM
is observed at station L and LXc is the
corrected sideline sound propagation path.

* * * * *

BILLING CODE 1505-01-D

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 98-NM-111-AD; Amendment
39-10522; AD 98-10-10]

RIN 2120-AA64

Airworthiness Directives; Boeing
Model 747 and 767 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that is
applicable to certain Boeing Model 747
and 767 series airplanes. This action
requires a one-time inspection to
confirm the installation of Teflon
sleeves over certain electrical wires
inside conduits installed in the fuel
tanks; and corrective actions, if
necessary. This amendment is prompted
by a report of missing Teflon sleeves,
which protect the wiring insulation
from chafing. The actions specified in
this AD are intended to prevent such
chafing, which could eventually expose
the electrical conductor creating the
potential for arcing from the wire to the
conduit, and consequent fuel tank fire/
explosion.

DATES: Effective May 27, 1998.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of May 27,
1998.

Comments for inclusion in the Rules
Docket must be received on or before
July 13, 1998.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
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Attention: Rules Docket No. 98-NM—
111-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055-4056.

The service information referenced in
this AD may be obtained from Boeing
Commercial Airplane Group, P.O. Box
3707, Seattle, Washington 98124-2207.
This information may be examined at
the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW.,
Renton, Washington; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.

FOR FURTHER INFORMATION CONTACT: Ed
Hormel, Aerospace Engineer,
Propulsion Branch, ANM-140S, FAA,
Transport Airplane Directorate, Seattle
Aircraft Certification Office, 1601 Lind
Avenue, SW., Renton, Washington
98055-4056; telephone (425) 227-2681;
fax (425) 227-1181.

SUPPLEMENTARY INFORMATION: On July
17, 1996, shortly after takeoff from John
F. Kennedy International Airport in
Jamaica, New York, a Boeing Model 747
series airplane was involved in an
accident during which the center fuel
tank exploded. Ensuing investigations of
the cause of the accident have focused
on the fuel tank explosion.

A recent inspection of the main fuel
tanks on a Model 747 series airplane
indicated that the inner and outer
Teflon sleeves were missing from wiring
within the conduit of the aft boost pump
to the number 4 main fuel tank. The
reason for the missing sleeves has not
been determined. Missing Teflon
sleeves could result in chafing of the
wire insulation encasing the fuel pump
wiring. These conditions, if not
corrected, could eventually expose the
electrical conductor creating the
potential for arcing from the wire to the
conduit, and consequent fuel tank fire/
explosion.

Similar Airplanes

The vibration environment and the
conduit and wiring installations
associated with fuel pumps in the wing
fuel tanks of Model 747 and 767 series
airplanes are similar. Therefore, the
FAA has determined that both models
may be subject to the unsafe condition
identified in this AD.

Related AD’s

The FAA has issued a number of AD’s
to address various fuel-tank related
unsafe conditions on Boeing Model 747
series airplanes, including the
following:

¢ AD 79-05-04, amendment 39-3431
(44 FR 12636, March 8, 1979). This AD
was prompted by a report indicating
that fuel pump wires had chafed
through the insulation in an aluminum

conduit inside an auxiliary fuel tank on
a Model 747 series airplane. Electrical
arcing from the chafed wire to the
aluminum conduit had burned a hole in
the conduit permitting fuel leakage;
however, the arcing did not resultin a
fire or explosion. That AD requires
discontinued use of the auxiliary fuel
tanks unless Teflon sleeving is installed
over the wire bundles in accordance
with Boeing Alert Service Bulletin 747—
28A2091, Revision 1, dated February 5,
1979.

e AD 79-06-02, amendment 39-3439
(44 FR 16362, March 19, 1979). Because
the conduit and wiring installations for
the auxiliary fuel tanks are similar to
those of the number 1 and number 4
main fuel tanks on Model 747 series
airplanes, an inspection of the boost
pump wiring of the main fuel tank was
conducted on other airplanes of this
model. Although none of the wires
inspected had worn completely through
the insulation, chafing through 80
percent of the total insulation thickness
was found on numerous wires. The
reported chafing was attributed to
vibration of the wires against the
conduit wall. Based on these results, AD
79-26-02 was issued to require
inspection, repair, and modification of
the boost pump wires of the outboard
main (number 1 and number 4) fuel
tanks on Model 747 series airplanes.
Corrective actions involve replacing
chafed wires, installing wire ties at
equal intervals, and installing double-
layer Teflon sleeves over the wires, in
accordance with Boeing Alert Service
Bulletin 747-28A2092, dated February
12, 1979.

* AD 96-26-06, amendment 39-9870
(62 FR 304, January 1, 1997). Following
the 1996 accident, AD 96—26—06 was
issued to require a one-time inspection
in accordance with Boeing Alert Service
Bulletin 747-28A2201, dated December
19, 1996. The purpose of this inspection
was to detect damage to the Teflon
sleeving and wire bundles to the
forward and aft boost pumps for the
number 1 and number 4 main fuel tanks
and to the auxiliary tank jettison pumps
(if installed) on Model 747 series
airplanes equipped with aluminum
conduits. At the time AD 96-26-06 was
issued, the FAA had determined that
sleeving inside aluminum conduits was
more susceptible to chafing and burn-
through in the event of arcing than
sleeving inside stainless steel conduits.

* AD 97-26-07, amendment 39—
10250 (62 FR 65352, December 12,
1997). Based on damage reports from
two operators that had replaced the
aluminum conduits with stainless steel
conduits and had found significant
chafing on 48 percent of the airplanes

checked, the FAA concluded that
stainless steel conduit installations also
should be inspected. Therefore, the FAA
issued AD 97-26-07, which supersedes
AD 96-26-06 to expand the inspection
requirements to include Model 747
series airplanes having stainless steel
conduits, and to add repetitive
inspections of the Teflon sleeving on all
Model 747 series airplanes to determine
whether the sleeving would continue to
provide a protective barrier after
extended time in service.

Explanation of Relevant Service
Information

The FAA has reviewed and approved
Boeing Message M-7200-98-01080,
dated March 18, 1998 (hereinafter
refered to as the ““message’’). The
message describes procedures for a one-
time inspection to confirm installation
of Teflon sleeving over wiring in
conduits in the boost pumps of the
numbers 1 and 4 main fuel tanks on
Boeing Model 747 series airplanes, and
in the main and center wing tanks on
Model 767 series airplanes; and
corrective actions, if necessary. The
corrective actions involve follow-on
inspections, installation of Teflon
sleeves, and replacement of damaged
wiring and conduits. Accomplishment
of the actions specified in the message
is intended to adequately address the
identified unsafe condition.

The message refers to Boeing Alert
Service Bulletin 747-28A2204 as an
additional source of service information
for accomplishment of the requirements
of this AD.

Explanation of the Requirements of the
Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other airplanes of the same
type design, this AD is being issued to
prevent chafing of electrical wiring
inside the conduits, which could
eventually expose the electrical
conductor creating the potential for
arcing from the wire to the conduit, and
consequent fuel tank fire/explosion.
This AD requires accomplishment of the
actions specified in the message
described previously, except as
described below. This AD also requires
operators to send any damaged wires
and conduits, and to submit a report to
the FAA.

Differences Between the Rule and the
Message

Operators should note that, whereas
the message provides a compliance time
of 30 days, the rule requires compliance
within 60 days. Although the message
recommends a 30-day compliance time,
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the manufacturer, through a subsequent
review of the number of affected
airplanes, has advised the FAA that 30
days will be insufficient to accomplish
the actions required by this AD on such
a large fleet. The FAA has determined
that a 60-day compliance time is
appropriate in consideration of the
safety implications of this AD, the size
of the affected fleet, and the practical
aspects of an orderly inspection within
the allotted time.

Determination of Rule’s Effective Date

Since a situation exists that requires
the immediate adoption of this
regulation, it is found that notice and
opportunity for prior public comment
hereon are impracticable, and that good
cause exists for making this amendment
effective in less than 30 days.

Comments Invited

Although this action is in the form of
a final rule that involves requirements
affecting flight safety and, thus, was not
preceded by notice and an opportunity
for public comment, comments are
invited on this rule. Interested persons
are invited to comment on this rule by
submitting such written data, views, or
arguments as they may desire.
Communications shall identify the
Rules Docket number and be submitted
in triplicate to the address specified
under the caption ADDRESSES. All
communications received on or before
the closing date for comments will be
considered, and this rule may be
amended in light of the comments
received. Factual information that
supports the commenter’s ideas and
suggestions is extremely helpful in
evaluating the effectiveness of the AD
action and determining whether
additional rulemaking action would be
needed.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the rule that might suggest a need to
modify the rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report that
summarizes each FAA-public contact
concerned with the substance of this AD
will be filed in the Rules Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this rule must
submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 98—-NM-111-AD.” The
postcard will be date stamped and
returned to the commenter.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

The FAA has determined that this
regulation is an emergency regulation
that must be issued immediately to
correct an unsafe condition in aircraft,
and that it is not a ““significant
regulatory action” under Executive
Order 12866. It has been determined
further that this action involves an
emergency regulation under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979). If it is
determined that this emergency
regulation otherwise would be
significant under DOT Regulatory
Policies and Procedures, a final
regulatory evaluation will be prepared
and placed in the Rules Docket. A copy
of it, if filed, may be obtained from the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

98-10-10 Boeing: Amendment 39-10522.
Docket 98—-NM-111-AD.

Applicability: Model 747 series airplanes,
line positions 0001 through 1145 inclusive,
that have not been inspected in accordance
with AD 96-26-06, amendment 39-9870
(reference Boeing Alert Service Bulletin 747—-
28A2204, dated December 19, 1996), or AD
97-26-07, amendment 39-10250 (reference
Boeing Alert Service Bulletin 747-28A2204,
Revision 1, dated October 30, 1997); and

Model 767 series airplanes, line positions
001 through 689 inclusive, and 691;
certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (d) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent chafing of the wire insulation
inside conduits installed in the fuel tanks,
which could eventually expose the electrical
conductor creating the potential for arcing
from the wire to the conduit, and consequent
fuel tank fire/explosion, accomplish the
following:

(a) Within 60 days after the effective date
of this AD, perform a one-time visual
inspection to confirm installation of Teflon
sleeves over the electrical wires to the boost
pumps installed inside conduits in the
numbers 1 and 4 main fuel tanks (for Model
747 series airplanes), or in the main and
center wing tanks (for Model 767 series
airplanes), as applicable, in accordance with
Boeing Message M—7200-98-01080, dated
March 18, 1998.

(b) If any Teflon sleeve is found to be
missing during the inspection required by
paragraph (a) of this AD, prior to further
flight, inspect to detect damage to the wires,
in accordance with Boeing Message M—7200—
98-01080, dated March 18, 1998.

(1) If no damage is found, prior to further
flight, install a Teflon sleeve in accordance
with the message.

(2) If any damage is found, prior to further
flight, inspect to detect damage to the
conduits in accordance with the message.

(i) If no damage is found, prior to further
flight, replace any damaged wire and install
a Teflon sleeve in accordance with the
message.

(i) If any damage is found, prior to further
flight, replace any damaged wire and conduit
and install a Teflon sleeve, in accordance
with the messsage.

Note 2: Boeing Message M—-7200-98—
01080, dated March 18, 1998, refers to Boeing
Alert Service Bulletin 747-28A2204 as an
additional source of service information.

(c) Within 10 days after finding any
damage during any inspection required by
paragraph (b) of this AD, send damaged
wiring and conduits and submit a report to
the Manager, Seattle Aircraft Certification
Office (ACO), FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington 98055-4056; fax (425) 227-1181.
The report must include the following:

¢ The airplane model number;

¢ The airplane line position;

* The total number of hours time-in-
service accumulated on the airplane;



26066

Federal Register/Vol.

63, No. 91/Tuesday, May 12, 1998/Rules and Regulations

« The total number of flight cycles
accumulated on the airplane;

« A description of the area of the wiring
where the sleeving was missing; and

« A description of the damage found.

Information collection requirements
contained in this regulation have been
approved by the Office of Management and
Budget (OMB) under the provisions of the
Paperwork Reduction Act of 1980 (44 U.S.C.
3501 et seq.) and have been assigned OMB
Control Number 2120-0056.

(d) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Seattle
ACO. Operators shall submit their requests
through an appropriate FAA Principal
Maintenance Inspector, who may add
comments and then send it to the Manager,
Seattle ACO.

Note 3: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Seattle ACO.

(e) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(f) The actions shall be done in accordance
with Boeing Message M—7200-98-01080,
dated March 18, 1998. This incorporation by
reference was approved by the Director of the
Federal Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. Copies may be
obtained from Boeing Commercial Airplane
Group, P.O. Box 3707, Seattle, Washington
98124-2207. Copies may be inspected at the
FAA, Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington; or at
the Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

(9) This amendment becomes effective on
May 27, 1998.

Issued in Renton, Washington, on May 5,
1998.

John J. Hickey,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 98-12512 Filed 5-11-98; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 430, 431, 432, 433, 436,
440, 441, 442, 443, 444, 446, 448, 449,
450, 452, 453, 455, and 460

[Docket No. 98N-0211]
Removal of Regulations Regarding
Certification of Antibiotic Drugs

AGENCY: Food and Drug Administration,
HHS.

ACTION: Direct final rule.

SUMMARY: The Food and Drug
Administration (FDA) is repealing its
regulations governing certification of
antibiotic drugs. The agency is taking
this action in accordance with
provisions of the Food and Drug
Administration Modernization Act of
1997 (FDAMA). FDAMA repealed the
statutory provision in the Federal Food,
Drug, and Cosmetic Act (the act) under
which the agency certified antibiotic
drugs. FDAMA also made conforming
amendments to the act.

DATES: The direct final rule is effective
September 24, 1998. Submit written
comments on or before July 27, 1998. If
no timely significant adverse comments
are received, the agency will publish a
document in the Federal Register before
August 25, 1998, confirming the
effective date of the direct final rule. If
timely significant adverse comments are
received, the agency will publish a
document of significant adverse
comment in the Federal Register
withdrawing this direct final rule before
August 25, 1998.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 12420 Parklawn Dr.,
rm. 1-23, Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Wayne H. Mitchell or Christine F.
Rogers, Center for Drug Evaluation and
Research (HFD-7), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-594-2041.
SUPPLEMENTARY INFORMATION:

I. FDAMA

On November 21, 1997, the President
signed FDAMA (Pub. L. 105-115).
Section 125(b) of FDAMA repealed
section 507 of the act (21 U.S.C. 357).
Section 507 of the act was the section
under which the agency certified
antibiotic drugs. Section 125(b) of
FDAMA also made conforming
amendments to the act.

FDA has determined that it will be
most efficient to make changes in its
regulations to reflect the repeal of
section 507 of the act in phases. In this
first phase, this direct final rule removes
parts 430 through 460 (21 CFR parts 430
through 460). These regulations provide
the procedures and standards used to
certify antibiotic drugs, including FDA’s
antibiotic drug monographs. FDA plans
to initiate a second phase direct final
rulemaking procedure to make various,
noncontroversial conforming
amendments to the balance of Title 21
of the Code of Federal Regulations
(CFR), such as removing citations to
section 507 of the act and references to
the certification of antibiotics. The

agency recognizes that as it implements
the transition from regulating the
premarket review and approval of
antibiotic drugs under section 507 of the
act to section 505 of the act (21 U.S.C.
355), other issues may arise that could
require additional rulemaking. These
issues will be addressed in the third
phase of implementation.

I1. Direct Final Rulemaking

FDA has determined that the subject
of this rulemaking is suitable for a direct
final rule. The repeal of section 507 of
the act eliminates the statutory
provision on which the agency relied to
certify antibiotic drugs. FDA will,
therefore, remove all provisions of Title
21 of the CFR that were issued primarily
to carry out the agency’s program for the
certification of antibiotic drugs under
former section 507 of the act. The
actions taken should be
noncontroversial and the agency does
not anticipate receiving any significant
adverse comments on this rule.

If FDA does not receive significant
adverse comment on or before July 27,
1998, the agency will publish a
document in the Federal Register before
August 25, 1998, confirming the
effective date of the direct final rule. A
significant adverse comment is one that
explains why the rule would be
inappropriate, including challenges to
the rule’s underlying premise or
approach, or would be ineffective or
unacceptable without a change. A
comment recommending a rule change
in addition to this rule will not be
considered a significant adverse
comment, unless the comment states
why this rule would be ineffective
without the additional change. If timely
significant adverse comments are
received, the agency will publish a
notice of significant adverse comment in
the Federal Register withdrawing this
direct final rule before August 25, 1998.

Elsewhere in this issue of the Federal
Register, FDA is publishing a
companion proposed rule, which is
identical to the direct final rule, that
provides a procedural framework within
which the rule may be finalized in the
event the direct final rule is withdrawn
because of significant adverse comment.
The comment period for the direct final
rule runs concurrently with that of the
companion proposed rule. Any
comments received under the
companion proposed rule will be
treated as comments regarding the direct
final rule. Likewise, significant adverse
comments submitted to the direct final
rule will be considered as comments to
the companion proposed rule and the
agency will consider such comments in
developing a final rule. FDA will not
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provide additional opportunity for
comment on the companion proposed
rule.

If a significant adverse comment
applies to part of this rule and that part
may be severed from the remainder of
the rule, FDA may adopt as final those
parts of the rule that are not the subject
of a significant adverse comment. A full
description of FDA'’s policy on direct
final rule procedures may be found in
a guidance document published in the
Federal Register of November 21, 1997
(62 FR 62466).

111. Description of the Rule

This rule eliminates Part 430—
Antibiotic Drugs; General, in its
entirety. Part 430 provided definitions
used in the certification of antibiotic
drugs and contains §430.10, which
carried out former section 507(h) of the
act and was intended to address the
certification or release of antibiotic
drugs affected by the Drug Amendments
of 1962 (Pub. L. 87-781).

This rule also eliminates Part 431—
Certification of Antibiotic Drugs, which
provided various administrative and
procedural requirements for the
antibiotic certification program,
established conditions on the
effectiveness of a certification issued by
the agency, and set the fees needed to
maintain the agency’s antibiotic
certification program (see former section
507(b) of the act). Subpart D of Part
431—Confidentiality of Information, is
also being eliminated because it is
duplicative of the provisions in 21 CFR
312.130 governing the disclosure of
information in or about an
investigational new drug application.

Part 433—Exemptions from Antibiotic
Certification and Labeling Requirements
is removed by this rule. Part 433 set the
conditions for exempting antibiotic
drugs from the general requirement of
certification as well as from other, more
specific, regulatory requirements (see
former section 507(c) and (d) of the act).

This rule eliminates Part 436—Tests
and Methods of Assay of Antibiotic and
Antibiotic-Containing Drugs. Part 436
contained sterility test methods,
biological test methods, microbiological
assay methods, and chemical tests for
antibiotic drugs generally and for
specific antibiotic drugs and antibiotic
drug dosage forms. These tests and
methods of assay established the means
by which the agency would certify that
a given batch of antibiotic drug was in
compliance with applicable standards of
identity, strength, quality, and purity
(see former section 507(a) and (b) of the
act).

'Izhis rule also repeals the following
parts: Part 440—Penicillin Antibiotic

Drugs; Part 441—Penem Antibiotic
Drugs; Part 442—Cepha Antibiotic
Drugs; Part 443—Carbacephem
Antibiotic Drugs; Part 444—
Oligosaccharide Antibiotic Drugs; Part
446—Tetracycline Antibiotic Drugs; Part
448—Peptide Antibiotic Drugs; Part
449—Antifungal Antibiotic Drugs; Part
450—Antitumor Antibiotic Drugs; Part
452—Macrolide Antibiotic Drugs; Part
453—Lincomycin Antibiotic Drugs; Part
455—Certain Other Antibiotic Drugs;
and Part 460—Antibiotic Drugs
Intended for Use in Laboratory
Diagnosis of Disease. These parts
contain the standards of identity,
strength, quality, and purity that served
as the agency’s basis for batch certifying
or otherwise authorizing the marketing
of drugs that were subject to former
section 507 of the act, including the
classes of penicillin; penem; cepha;
carbacephem; oligosaccharide;
tetracycline; peptide; antifungal;
antitumor; macrolide; and lincomycin
antibiotic drugs; several antibiotic drugs
not included in the parts listed above;
and antibiotic susceptibility discs,
powders, and test panels, respectively
(see former section 507(a) and (b) of the
act).

With the repeal of part 436 and parts
440 et seq., the test methods and assays
contained in the approved marketing
application and, when applicable, the
United States Pharmacopeia (USP) will
be used to determine if antibiotic drugs
meet the standards of identity, strength,
quality, and purity found in the
approved marketing application for the
drug and, when applicable, the USP.

Finally, the agency is eliminating Part
432—Packaging and Labeling of
Antibiotic Drugs, which sets forth
special packaging requirements and
additional labeling requirements (in
addition to the requirements prescribed
by 21 CFR 201.100) for drugs that were
subject to batch certification or release
under former section 507 of the act.
With the repeal of section 507 of the act,
there is no need to maintain separate or
additional labeling and packaging
requirements for antibiotic drug
products. As with other drug products,
labeling of antibiotic drugs will be
governed by the agency’s general
labeling provisions found in 21 CFR
part 201 and by applicable over-the-
counter drug monographs and approved
marketing applications.

Part 432 also included § 432.9, which
conditionally authorized the batch
certification of antibiotic drugs intended
for export, even if the drug failed to
meet certain labeling requirements, and
provided additional guidance on the
labeling of antibiotic drugs for export. In
light of the repeal of the batch

certification requirement, §432.9 may
also be eliminated without affecting the
export of antibiotic drug products.

It should be noted, however, that
differences remain between the
application of the export provisions in
sections 801 and 802 of the act (21
U.S.C. 381 and 382) to antibiotic drugs
and the application of those provisions
to other new drugs. Prior to the repeal
of section 507 of the act, these
differences were based on the fact that
antibiotic drugs were not subject to
premarket approval under section 505
and, therefore, could be exported under
section 801(e)(1) of the act. Antibiotic
drugs did not have to meet the export
requirements in section 802 that apply
to unapproved new drugs. Thus,
manufacturers could export antibiotic
drugs that had not been certified,
released, or exempted from certification,
subject only to the provisions of section
801(e)(1) of the act. Section 125(c) of
FDAMA preserved the export status of
antibiotic drugs (which are now subject
to approval under section 505 of the act)
by expressly exempting them from
section 802. (Section 125(c) of FDAMA
included the same exemption for
insulin products.) In the second phase
of the implementation of section 125 of
FDAMA, the agency will consider
making appropriate amendments to its
regulations to reflect this difference
between the application of the export
provisions of the act to antibiotic drugs
(and insulin products) as opposed to all
other new drugs.

The removal of parts 430 et seq. is not
expected to result in any immediate,
significant changes in the
manufacturing, packaging, labeling, or
marketing of antibiotic drug products.
Since 1982, the agency has
conditionally exempted all antibiotic
drugs from batch certification (47 FR
39155, September 7, 1982). With limited
exceptions, such as in the areas of
export and generic drug approvals, the
agency has imposed much the same
regulatory requirements on exempted
antibiotic drug products as it has on all
other drug products.

IV. Environmental Impact

The agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

V. Analysis of Impacts

FDA has examined the impacts of the
direct final rule under Executive Order
12866, the Regulatory Flexibility Act (5
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U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Pub. L.
104-4). Executive Order 12866 directs
agencies to assess all costs and benefits
of available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity).
Executive Order 12866 classifies a rule
as significant if it meets any one of a
number of specified conditions,
including having an annual effect on the
economy of $100 million or adversely
affecting in a material way a sector of
the economy, competition, or jobs, or if
it raises novel legal or policy issues. As
discussed below, the agency believes
that this final rule is consistent with the
regulatory philosophy and principles
identified in the Executive Order. In
addition, the direct final rule is not a
significant regulatory action as defined
by the Executive Order and so is not
subject to review under the Executive
Order.

The Regulatory Flexibility Act
requires that if a rule has a significant
impact on a substantial number of small
entities, the agency must analyze
regulatory options to minimize the
economic impact on small entities. The
agency certifies, for the reasons
discussed below, that the direct final
rule will not have a significant impact
on a substantial number of small
entities. Therefore, under the Regulatory
Flexibility Act, no further analysis is
required.

The Unfunded Mandates Reform Act
requires an agency to prepare a
budgetary impact statement before
issuing any rule likely to result in a
Federal mandate that may result in
expenditures by State, local, and tribal
governments or the private sector of
$100 million (adjusted annually for
inflation) in any 1 year. The elimination
of the regulations governing the
certification of antibiotic drugs will not
result in any increased expenditures by
State, local, and tribal governments or
the private sector. Because this rule will
not result in an expenditure of $100
million or more on any governmental
entity or the private sector, no budgetary
impact statement is required.

This rule is intended to eliminate
regulatory procedures and standards
that the agency, as a result of the repeal
of section 507 of the act, is no longer
required to maintain. The elimination of
the above listed parts is expected to
streamline the regulation of antibiotic
drugs by making these products subject
to the same regulatory standards as all
other drugs for human use. Many of the

provisions that are being eliminated by
this rulemaking have not had a material
impact on the marketing of antibiotic
drugs since 1982, when all antibiotic
drugs were conditionally exempted
from the batch certification requirement.
Other provisions, such as the standards
of identity, strength, quality, and purity,
have in some instances not been kept
up-to-date, are duplicative of USP
standards, or have been incorporated
into approved marketing applications
for specific antibiotic drug products. For
these reasons, the agency believes that
this rule is necessary and that it is
consistent with the principles of
Executive Order 12866; that it is not a
significant regulatory action under that
Order; that it will not have a significant
impact on a substantial number of small
entities; and that it is not likely to result
in an annual expenditure in excess of
$100 million.

VI. Paperwork Reduction Act of 1995

This direct final rule contains no
collection of information. Therefore,
clearance by the Office of Management
and Budget under the Paperwork
Reduction Act of 1995 (Pub. L. 104-13)
is not required.

VII. Request for Comments

Interested persons may, on or before
July 27, 1998, submit to the Dockets
Management Branch (address above)
written comments regarding this rule.
Two copies of any comments are to be
submitted, except that individuals may
submit one copy. Comments are to be
identified with the docket number
found in brackets in the heading of this
document. Received comments may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday.

List of Subjects

21 CFR Part 430

Administrative practice and
procedure, Antibiotics.

21 CFR Part 431

Administrative practice and
procedure, Antibiotics, Confidential
business information, Reporting and
recordkeeping requirements.

21 CFR Part 432

Antibiotics, Labeling, Packaging and
containers.

21 CFR Part 433

Antibiotics, Labeling, Reporting and
recordkeeping requirements.

21 CFR Parts 436, 440, 441, 442, 443,
444, 446, 448, 449, 450, 452, 453, 455,
and 460

Antibiotics.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, the Food and
Drug Administration Modernization
Act, and under authority delegated to
the Commissioner of Food and Drugs,
21 CFR chapter | is amended as follows:

PART 430—ANTIBIOTIC DRUGS;
GENERAL

1. Part 430 is removed.

PART 431—CERTIFICATION OF
ANTIBIOTIC DRUGS

2. Part 431 is removed.

PART 432—PACKAGING AND
LABELING OF ANTIBIOTIC DRUGS

3. Part 432 is removed.

PART 433—EXEMPTIONS FROM
ANTIBIOTIC CERTIFICATION AND
LABELING REQUIREMENTS

4, Part 433 is removed.

PART 436—TESTS AND METHODS OF
ASSAY OF ANTIBIOTIC AND
ANTIBIOTIC-CONTAINING DRUGS

5. Part 436 is removed.

PART 440—PENICILLIN ANTIBIOTIC
DRUGS

6. Part 440 is removed.

PART 441—PENEM ANTIBIOTIC
DRUGS

7. Part 441 is removed.

PART 442—CEPHA ANTIBIOTIC
DRUGS

8. Part 442 is removed.

PART 443—CARBACEPHEM
ANTIBIOTIC DRUGS

9. Part 443 is removed.

PART 444—OLIGOSACCHARIDE
ANTIBIOTIC DRUGS

10. Part 444 is removed.

PART 446—TETRACYCLINE
ANTIBIOTIC DRUGS

11. Part 446 is removed.

PART 448—PEPTIDE ANTIBIOTIC
DRUGS

12. Part 448 is removed.

PART 449—ANTIFUNGAL ANTIBIOTIC
DRUGS

13. Part 449 is removed.

PART 450—ANTITUMOR ANTIBIOTIC
DRUGS

14. Part 450 is removed.
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PART 452—MACROLIDE ANTIBIOTIC
DRUGS

15. Part 452 is removed.

PART 453—LINCOMYCIN ANTIBIOTIC
DRUGS

16. Part 453 is removed.

PART 455—CERTAIN OTHER
ANTIBIOTIC DRUGS

17. Part 455 is removed.

PART 460—ANTIBIOTIC DRUGS
INTENDED FOR USE IN LABORATORY
DIAGNOSIS OF DISEASE

18. Part 460 is removed.
Dated: May 1, 1998.

William B. Schultz,

Deputy Commissioner for Policy.

[FR Doc. 98-12543 Filed 5-11-98; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 803 and 804
[Docket No. 98N-0170]

Medical Device Reporting:
Manufacturer Reporting, Importer
Reporting, User Facility Reporting, and
Distributor Reporting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Direct final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending its
regulations governing reporting by
manufacturers, importers, distributors,
and health care (user) facilities of
adverse events related to medical
devices. Amendments are being made to
implement revisions to the Federal
Food, Drug, and Cosmetic Act (the act)
as amended by the Food and Drug
Administration Modernization Act of
1997 (FDAMA). FDA is publishing these
amendments in accordance with its
direct final rule procedures. Elsewhere
in this issue of the Federal Register,
FDA is publishing a companion
proposed rule under FDA's usual
procedures for notice and comment to
provide a procedural framework to
finalize the rule in the event the agency
receives a significant adverse comment
and withdraws this direct final rule.
DATES: This rule is effective September
24, 1998. Submit written comments on
or before July 27, 1998. Submit written
comments on the information collection
requirements on or before July 13, 1998.

ADDRESSES: Submit written comments
to the Dockets Management Branch
(HFA-305), Food and Drug
Administration, 12420 Parklawn Dr.,
rm. 1-23, Rockville, MD 20857.

FOR FURTHER INFORMATION CONTACT:
Patricia A. Spitzig, Center for Devices
and Radiological Health (HFZ-500),
Food and Drug Administration, 1350
Piccard Dr., Rockville, MD 20850, 301—-
594-2812.

SUPPLEMENTARY INFORMATION:
I. Background

Under the act and the Medical Device
Amendments of 1976 (the 1976
amendments) (Pub. L. 94-295), FDA
issued medical device reporting
regulations for manufacturers on
September 14, 1984 (49 FR 36326). To
correct weaknesses noted in the 1976
amendments, and to better protect the
public health by increasing reports of
device-related adverse events, Congress
enacted the Safe Medical Devices Act of
1990 (the SMDA\) (Pub. L. 101-629) that
required medical device user facilities
and distributors to report certain device-
related adverse events.

Distributor reporting requirements
became effective on May 28, 1992,
following the November 26, 1991 (56 FR
60024), publication of those provisions
in a tentative final rule. In the Federal
Register of September 1, 1993 (58 FR
46514), FDA published a notice
announcing that the proposed
distributor reporting regulations had
become final by operation of law and
were now codified in part 804 (21 CFR
part 804).

OnJune 16, 1992, the President
signed into law the Medical Device
Amendments of 1992 (the 1992
amendments) (Pub. L. 102-112)
amending certain provisions of section
519 of the act (21 U.S.C. 360i) relating
to reporting of adverse device events.
Prior to the 1992 amendments,
distributors and manufacturers reported
adverse events by using a ‘““reasonable
probability’”’ standard. Importers may be
manufacturers or distributors,
depending on their activities. Among
other things, the 1992 amendments
amended section 519 of the act to
change the reporting standard for
manufacturers and importers; however,
the reporting standard for distributors
who are not importers remained the
same.

On November 21, 1997, the President
signed FDAMA into law. FDAMA made
several changes regarding the reporting
of adverse events related to devices,
including the elimination of reporting
requirements for certain distributors,
which became effective on February 19,

1998, that are reflected in this direct
final rule. However, section 422 of
FDAMA states that FDA's regulatory
authority under the act, relating to
tobacco products, tobacco ingredients,
and tobacco additives shall be exercised
under the act as in effect on the day
before the date of enactment of FDAMA.
Because the authority relating to tobacco
products remains the same, the
reporting requirements for
manufacturers and distributors
(including distributors who are
importers) of cigarettes or smokeless
tobacco remain unchanged.

Under part 897, the regulations
pertaining to tobacco products, and
parts 803 (21 CFR part 803) and 804, the
regulations pertaining to device adverse
event reporting, importers may be either
manufacturers or distributors,
depending on their activities. Under
parts 897, 803, and 804, importers who
repackage or relabel are manufacturers.
Similarly, under those sections,
importers whose sole activity is
distribution of devices are defined as
distributors.

As previously stated, the 1992
amendments created a bifurcated
reporting standard for distributors,
depending on whether they are
domestic distributors or importers.
When the agency asserted jurisdiction
over tobacco products and issued
regulations under part 897, tobacco
distributors also became subject to this
bifurcated reporting standard.
Accordingly, the reporting standard
applicable to tobacco products
distributors has depended on whether
the distributor is domestic or an
importer. Consistent with section 422 of
FDAMA, the direct final rule states that
tobacco distributors will continue to use
the appropriate reporting standard as
described in §804.25.

Changes made by FDAMA relating to
reporting requirements for all medical
devices other than tobacco products are
as follows:

1. Section 213(a) of FDAMA revised
section 519(a) of the act to eliminate
distributors as an entity required to
report adverse device events. Importers
are still required to report under section
519(a) of the act.

2. Section 213(a) also amended
section 519(a) of the act to clarify that
existing requirements continue to apply
for distributors to keep records
concerning adverse device events and
make them available to FDA upon
request.

3. Section 213(a)(2) revoked section
519(d) of the act, which required
manufacturers, importers, and
distributors to submit to FDA an annual
certification concerning the number of
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reports filed under section 519(a) in the
preceding year. As a result, certification
requirements are eliminated.

4. Section 213(c)(1)(A) of FDAMA
revised section 519(b)(1)(C) of the act to
require that device user facilities submit
an annual rather than a semiannual
summary of their reports to FDA.

5. Section 213(c)(1)(B) of FDAMA
eliminated section 519(b)(2)(C) of the
act. This section had required FDA to
disclose, upon request, the identity of a
device user facility making a report
under section 519(b) of the act if the
identity of the device user facility was
included in a report required to be
submitted by a manufacturer,
distributor, or importer. As a result of
this change by FDAMA, FDA may now
disclose the identity of a device user
facility only in connection with an
action concerning a failure to report or
false or fraudulent reporting, a
communication to the manufacturer of
the device, or to the employees of the
Department of Health and Human
Services, the Department of Justice, and
duly authorized committees and
subcommittees of Congress.

Il. Final Rule

A. General Approach

1. To implement these provisions,
FDA is amending part 804, Distributor
Reporting, to reflect that the distributor
reporting requirements under that part
remain in effect only for distributors
(including distributors who are
importers) of cigarettes or smokeless
tobacco, as defined in part 897. FDA is
revoking the reporting requirements
under parts 803 and 804 as they apply
to distributors who are not importers of
all medical devices other than cigarettes
or smokeless tobacco. FDA is
transferring the reporting requirements
for importers of all devices other than
cigarettes or smokeless tobacco from
part 804 to part 803, Medical Device
Reporting. Importers of medical devices
will continue to be subject to the same
reporting and recordkeeping
requirements as they have been under
parts 803 and 804, with the exception
that, in accordance with FDAMA,
importers of devices other than
cigarettes or smokeless tobacco products
are no longer required to submit annual
certifications. They will continue to
submit reports on Form 3500A. FDA
will review and revise this form as
necessary in the near future.

2. Distributor recordkeeping
requirements, which also remain in
effect, are being transferred from part
804 to part 803, except for those
requirements that apply to distributors
of cigarettes or smokeless tobacco. The

recordkeeping requirements for
distributors of cigarettes or smokeless
tobacco remain in part 804. No
additional requirements for distributor
recordkeeping are being added by these
changes.

3. In accordance with FDAMA, FDA
is also amending part 803 to reflect the
change from semiannual to annual
reporting for device user facilities, to
eliminate certification requirements for
manufacturers of medical devices other
than cigarettes or smokeless tobacco,
and to limit the disclosability of device
user facility identities.

4. FDA is not changing or adding any
requirements with respect to
manufacturers or distributors of
cigarettes or smokeless tobacco, as
defined in part 897.

B. Specific Changes to Parts 803 and
804

Reporting and recordkeeping
requirements for distributors (including
distributors who are importers) of
cigarettes or smokeless tobacco, as
defined in part 897, remain in part 804.
Reporting and recordkeeping
requirements for manufacturers of all
medical devices, including
manufacturers of cigarettes or smokeless
tobacco, and importers of devices other
than cigarettes or smokeless tobacco are
contained in part 803. Recordkeeping
requirements for distributors of
products other than cigarettes or
smokeless tobacco are also contained in
part 803. These parts are amended as
follows:

Changes to Part 803

1. Section 803.1 is amended to reflect
that the scope of the regulation now
includes reporting requirements for
importers, as well as manufacturers and
device user facilities, and to clarify that
distributors continue to be responsible
for maintaining incident files.

2. Section 803.3 is amended to reflect
that importers continue to be
responsible for reporting, by modifying
definitions related to reporting so that
importers are included.

3. Section 803.9 is amended by
removing paragraph (c)(3), which had
required FDA to disclose the name of a
device user facility making a report if
the adverse event was required to be
reported by a manufacturer or
distributor. The removal of this
paragraph corresponds to the
elimination by FDAMA of section
519(b)(2)(C) of the act.

4. Section 803.10 is amended to
reflect that importers of medical devices
remain responsible for reporting adverse
device events, by transferring to this
section the requirements that were

previously codified under part 804.
Furthermore, § 803.10(a)(2) is amended
to reflect that device user facilities are
now responsible for submitting annual,
not semiannual reports. Section
803.10(c)(5) is amended to correspond
with the revocation of section 519(d) of
the act, which had required annual
certification of the number of medical
devices report (MDR) reports filed
during the preceding year. Revised
§803.10(c)(5) reflects that
manufacturers of cigarettes or smokeless
tobacco continue to be responsible for
complying with the annual certification
requirements described in § 803.57.

5. Sections 803.11, 803.17, 803.19,
803.20, 803.22, and 803.56 are amended
to reflect that importers continue to be
subject to the MDR reporting
requirements. Section 803.18 is
amended to add “importers’ to reflect
that importers continue to be
responsible for maintaining MDR event
files, and to clarify that distributors of
medical devices also continue to be
responsible for establishing device
complaint files and maintaining device
incident records.

6. Section 803.12 is amended to
reflect the change from “semiannual’ to
“annual” reports, and the continued
inclusion of importers as reporting
entities. Section 803.33 is amended to
reflect that device user facilities are
required to submit annual, not
semiannual reports.

7. A new subpart D, consisting of
88§803.40 and 803.43, has been added to
reflect that importers of medical devices
continue to be subject to the MDR
reporting requirements. These sections
represent the transfer of relevant
provisions of part 804 (which now
applies only to distributors, including
those who are importers, of cigarettes or
smokeless tobacco) into part 803.
Importer reporting and recordkeeping
requirements are not being changed by
this transfer.

8. Section 803.57 is amended to
clarify that the section applies only to
manufacturers of cigarettes or smokeless
tobacco. This amendment reflects the
revocation of section 519(d) of the act,
which had required annual certification
of the number of MDR reports filed
during the preceding year, as it applied
to manufacturers of all devices other
than cigarettes or smokeless tobacco.
This change also reflects the rule of
construction in section 422 of FDAMA
under which FDA'’s regulatory authority
under the act relating to tobacco
products shall be exercised under the
act as in effect on the day before the date
of enactment of FDAMA.
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Changes to Part 804

1. Section 804.1, the scope of part
804, Medical Device Distributor
Reporting, is amended to reflect that
this part now applies only to distributor
reports of adverse events relating to
contamination of cigarettes or smokeless
tobacco products.

2. Section 804.3 is amended to limit
the definition of distributors, for the
purposes of part 804, to distributors
(including distributors who are
importers) of cigarettes or smokeless
tobacco products, and to clarify that
adverse events that are reportable by
distributors are only those related to
contamination of cigarettes or smokeless
tobacco.

3. Section 804.25 is amended to
clarify that adverse events that are
reportable under this part are only those
related to contamination of cigarettes or
smokeless tobacco.

I11. Rulemaking Action

In the Federal Register of November
21, 1997, FDA described its procedures
on when and how FDA will employ
direct final rulemaking. FDA believes
that this rule is appropriate for direct
final rulemaking because FDA views
this rule as a noncontroversial
amendment and anticipates no
significant adverse comments.
Consistent with FDA’s procedures on
direct final rulemaking, FDA is
publishing elsewhere in this issue of the
Federal Register a companion proposed
rule to amend existing parts 803 and
804. The companion proposed rule and
the direct final rule are substantively
identical. The companion proposed rule
provides a procedural framework within
which the rule may be finalized in the
event the direct final rule is withdrawn
because of a significant adverse
comment. The comment period for the
direct final rule runs concurrently with
the companion proposed rule. Any
comments to the companion proposed
rule will be considered as comments
regarding the direct final rule.

FDA has provided a comment period
on the direct final rule of July 27, 1998.
If the agency receives a significant
adverse comment, FDA intends to
withdraw this final rule by publication
in the Federal Register within 30 days
after the comment period ends. A
significant adverse comment is defined
as a comment that explains why the rule
would be inappropriate, including
challenges to the rule’s underlying
premise or approach, or would be
ineffective or unacceptable without
change. In determining whether a
significant adverse comment is
sufficient to terminate a direct final

rulemaking, FDA will consider whether
the comment raises an issue serious
enough to warrant a substantive
response in a notice-and-comment
process. Comments that are frivolous,
insubstantial, or outside the scope of the
rule will not be considered significant
or adverse under this procedure. For
example, a comment recommending an
additional change to the rule may be
considered a significant adverse
comment if the comment demonstrates
why the rule would be ineffective
without the additional change. In
addition, if a significant adverse
comment applies to part of a rule and
that part can be severed from the
remainder of the rule, FDA may adopt
as final those parts of the rule that are
not the subject of a significant adverse
comment.

If FDA withdraws the direct final rule,
all comments received will be
considered under the proposed rule in
developing a final rule in accordance
with usual Administrative Procedure
Act notice-and-comment procedures.

If FDA receives no significant adverse
comment during the specified comment
period, FDA intends to publish a
confirmation notice within 30 days after
the comment period ends confirming
that the direct final rule will go into
effect on September 24, 1998.

IVV. Environmental Impact

The agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

V. Analysis of Impacts

FDA has examined the impact of this
direct final rule under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612) (as amended by
subtitle D of the Small Business
Regulatory Fairness Act of 1996 (Pub. L.
104-121)), and the Unfunded Mandates
Reform Act of 1995 (Pub. L. 104-4).
Executive Order 12866 directs agencies
to assess all costs and benefits of
available regulatory alternatives and,
when regulation is necessary, to select
regulatory approaches that maximize
net benefits (including potential
economic, environmental, public health
and safety, and other advantages;
distributive impacts; and equity). The
agency believes that this direct final rule
is consistent with the regulatory
philosophy and principles identified in
the Executive Order. In addition, this
direct final rule is not a significant
regulatory action as defined by the

Executive Order and so is not subject to
review under the Executive Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. The rule codifies the
elimination of reporting by distributors,
other than distributors (including
distributors who are importers) of
cigarettes or smokeless tobacco,
continues reporting by importers
(including distributors who are
importers), increases protection from
disclosure of the identity of device user
facilities that have submitted reports,
reduces summary reporting by device
user facilities from semiannual to
annual, eliminates annual certification
for manufacturers and distributors
(including importers) of medical devices
other than cigarettes or smokeless
tobacco, and makes other
nonsubstantive changes. The agency
certifies that this final rule will not have
a significant economic impact on a
substantial number of small entities.
This direct final rule also does not
trigger the requirement for a written
statement under section 202(a) of the
Unfunded Mandates Reform Act
because it does not impose a mandate
that results in an expenditure of $100
million or more by State, local, or tribal
governments in the aggregate, or by the
private sector, in any 1 year.

VI. Paperwork Reduction Act of 1995

This direct final rule contains
information collection provisions that
are subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501-3520). The title,
description, and respondent description
of the information collection provisions
are shown as follows with an estimate
of the annual reporting and
recordkeeping burden. Included in the
estimate is the time for reviewing
instructions, searching existing data
sources, gathering and maintaining the
data needed, and completing and
reviewing each collection of
information.

FDA invites comments on: (1)
Whether the proposed collection of
information is necessary for the
performance of FDA'’s functions,
including whether the information will
have practical utility; (2) the accuracy of
FDA's estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and assumptions used; (3)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
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on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Title: Reporting and recordkeeping
requirements for manufacturers,
importers, user facilities, and
distributors of medical devices under
FDAMA.

Description: FDAMA contained
provisions that affect medical device
reporting in a variety of ways. Section
213 of FDAMA eliminated the reporting
requirements for medical device
distributors (but not for importers), as
well as the certification requirements for
medical device manufacturers and
distributors. This section of FDAMA
also modified the summary reporting
requirements for user facilities to

require annual, rather than semiannual,
reporting, and increased confidentiality
of user facility identities. However,
section 422 of FDAMA states that FDA'’s
regulatory authority under the act
relating to tobacco products, tobacco
ingredients, and tobacco additives shall
be exercised under the act as in effect
on the day before the date of enactment
of FDAMA. Under this rule of
construction, the reporting and
certification requirements for
manufacturers and distributors
(including distributors who are
importers) of cigarettes or smokeless
tobacco remain unchanged.

This rule amends FDA'’s regulations
in parts 803 and 804 to reflect the
changes to medical device reporting
made by FDAMA.

This direct final rule eliminates
reporting by distributors other than
distributors of cigarettes or smokeless
tobacco, continues reporting by
importers, increases the protection from
disclosure of the identity of device user
facilities that have submitted reports,
reduces summary reporting by device
user facilities from semiannual to
annual, eliminates annual certification
for manufacturers and distributors
(including importers) of medical devices
other than cigarettes or smokeless
tobacco, and makes other
nonsubstantive changes.

Description of Respondents:
Businesses or other for profit
organizations.

FDA estimates the burden for this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN

No. of
: No. of Total Annual Hours per
21 CFR Section Respondents Rsseg%r(l)sn%segter Responses ResporFl)se Total Hours
803.19 150 1 150 3 450
803.33 1,800 1 1,800 1 1,800
803.40 195 1 195 3 585
803.56 750 20 15,000 1 15,000
803.57 31 1 31 1 31
804.25 10 1 10 15 15
804.30 1,365 1 1,365 1 1,365
804.32 5 1 5 1 5
804.33 0 0 0 1 0
TOTAL e | enrenrennnrennnennes | e | e 19,251
TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN
Annual
: No. of Total Annual Hours per
21 CFR Section Recordkeepers Eéi%?gﬁggp?% Records Recordké)eper Total Hours
803.17 2,000 1 2,000 2 4,000
803.18 39,764 1 39,764 15 59,646
804.34 1,365 1 1,365 2 1,365
804.35 1,365 1 1,365 15 2,047
TOTAL s | enreerenenreneennes | e | e 67,058

There are no capital costs or operating and maintenance costs associated with this collection of information.

The burdens under this direct final
rule are explained as follows:

Reporting Requirements

Prior to the program change reflected
in this rule, §803.19 allowed
manufacturers or user facilities to
request an exemption or variance from
the reporting requirements. The agency
had estimated that it would receive
approximately 100 such requests
annually. Distributors (including
importers) were able to request an
exemption or variance from the
reporting requirements under § 804.33.
Under this rule, §803.19 is modified to
transfer the exemption provisions for
importers of medical devices other than

cigarettes or smokeless tobacco from
§804.33 to §803.19. Furthermore,
distributors (who are not importers) of
medical devices other than cigarettes or
smokeless tobacco are no longer
required to submit MDR reports under
this rule. The estimated burden for
§803.19 is further adjusted to reflect the
agency’s actual experience with this
type of submission.

Prior to the program change reflected
in this rule, §803.33 required medical
device user facilities to submit summary
reports semiannually. Under this rule,
user facilities are required to submit
summary reports annually, thereby
significantly decreasing the reporting
burden on user facilities. The estimated

burden for this section is also adjusted
to reflect the agency’s actual experience
with this type of submission.

Under this rule the reporting
requirement for importers of medical
devices other than cigarettes or
smokeless tobacco previously codified
under §804.25 is being transferred to
§803.40. The estimated burden for
importer reporting is based upon the
agency’s actual experience with this
type of submission. The reporting
requirements for distributors (including
distributors who are importers) of
cigarettes or smokeless tobacco have
been retained in part 804.

Prior to the program change reflected
in this rule, §803.56 required
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manufacturers to submit supplemental
reports containing information not
known or not available at the time the
initial report was submitted. The agency
had estimated that it would receive
approximately 500 such requests
annually. Distributors (including
importers) were required to submit
supplemental information under
§804.32. Under this rule, §803.56 is
modified to transfer the supplemental
reporting requirements for importers of
medical devices other than cigarettes or
smokeless tobacco from § 804.32.
Furthermore, distributors (who are not
importers) of medical devices other than
cigarettes or smokeless tobacco are no
longer required to submit MDR reports
(and thus supplemental reports as well)
under this rule. The estimated burden
for §803.56 is further adjusted to reflect
the agency’s actual experience with this
type of submission. The agency also
notes that any additional information
requested by the agency in accordance
with §803.15 is considered to be
supplemental information for the
purpose of this information collection
and is included in the burden estimate
for § 803.56.

Prior to the program change reflected
in this rule, §803.57 required medical
device manufacturers to annually certify
as to the number of reports submitted
during the previous year, or that no
such reports had been submitted.
Distributors (including importers) were
required to certify under § 804.30.
Under this rule, §803.57 is modified to
require annual certification only for
manufacturers of cigarettes or smokeless
tobacco. The certification requirements
for distributors (including distributors
who are importers) of cigarettes or
smokeless tobacco have been retained in
§804.30.

Prior to the program change reflected
in this rule, §804.25 required medical
device distributors (including
importers) to report adverse device
events. Under this rule, distributors of
medical devices other than cigarettes or
smokeless tobacco are no longer
required to submit MDR reports, and the
reporting requirements for importers of
medical devices other than cigarettes or
smokeless tobacco have been transferred
to part 803. Section 804.25 now requires
distributors (including distributors who
are importers) of cigarettes or smokeless
tobacco to submit MDR reports for
adverse events related to contamination
of their products. The agency believes
that there will be a very small number
of MDR reports related to contamination
of cigarettes or smokeless tobacco
submitted in any given year.

Prior to the program change reflected
in this rule, § 804.30 required medical

device distributors (including
importers) to certify as to the number of
MDR reports submitted during the
previous year, or that no such reports
were submitted. Under this rule, the
certification requirement has been
removed for distributors (including
importers) of medical devices other than
cigarettes or smokeless tobacco. Section
804.30 now requires distributors
(including distributors who are
importers) of cigarettes or smokeless
tobacco to submit certifications of the
number of MDR reports submitted for
adverse events related to contamination
of their products. The agency has
identified 1,365 distributors of cigarettes
or smokeless tobacco, each of which
shall submit one certification annually.

Prior to the program change reflected
in this rule, §804.32 required medical
device distributors (including
importers) to submit supplemental
information related to a previously
submitted MDR report. Under this rule,
distributors of medical devices other
than cigarettes or smokeless tobacco are
no longer required to submit any MDR
reports, and the reporting requirements
for importers of medical devices other
than cigarettes or smokeless tobacco
have been transferred to part 803.
Section 804.32 now requires distributors
(including distributors who are
importers) of cigarettes or smokeless
tobacco to submit supplemental
information related to a previously
submitted MDR report. Because the
agency believes that there will be a very
small number of MDR reports submitted
in any given year, even fewer
supplemental submissions are
anticipated. The agency also notes that
any additional information requested by
the agency in accordance with §804.31
is considered to be supplemental
information for the purpose of this
information collection and is included
in the burden estimate for § 804.32.

Prior to the program change reflected
in this rule, §804.33 allowed medical
device distributors (including
importers) to request an exemption or
variance from the reporting
requirements. Under this rule, the
exemption provisions for importers of
medical devices other than cigarettes or
smokeless tobacco are transferred to
§803.19, and distributors (who are not
importers) of medical devices other than
cigarettes or smokeless tobacco are no
longer required to submit any MDR
reports under this rule. Section 804.33
now allows distributors (including
distributors who are importers) of
cigarettes or smokeless tobacco to
request an exemption or variance from
the reporting requirements. However,
because distributors (including

distributors who are importers) of
cigarettes or smokeless tobacco are
required only to submit reports of
adverse events related to contamination
of their products, the agency does not
anticipate any requests for exemptions
or variances from the reporting
requirements.

Recordkeeping Requirements

Prior to the program change reflected
in this rule, §803.17 required
manufacturers and user facilities to
establish written procedures for
employee education, complaint
processing, and documentation of
information related to MDR’s. Under
this rule, the requirements for
establishing written MDR procedures for
importers of medical devices other than
cigarettes or smokeless tobacco have
been transferred to §803.17, and the
requirements for distributors (including
importers) of cigarettes or smokeless
tobacco are retained in §804.34. The
agency believes that the majority of
manufacturers, user facilities, and
importers have already established
written procedures to document
complaints and information related to
MDR reporting as part of their internal
quality control system. The agency has
estimated that no more than 2,000 such
entities would be required to establish
new procedures, or revise existing
procedures, in order to comply with this
provision. For those entities, a one-time
burden of 10 hours, annualized over a
period of 5 years, is estimated for
establishing written MDR procedures.
The remainder of manufacturers, user
facilities, and importers not required to
revise their written procedures to
comply with this provision are excluded
from the burden because the
recordkeeping activities needed to
comply with this provision are
considered *‘usual and customary”’
under 5 CFR 1320.3(b)(2).

Prior to the program change reflected
in this rule, §803.18 required
manufacturers and user facilities to
establish and maintain MDR event files.
Distributors (including importers) were
required to establish and maintain MDR
event files under § 804.35. Under this
rule, §803.18 is modified to transfer the
recordkeeping requirements for
importers and other distributors of
medical devices other than cigarettes or
smokeless tobacco from § 804.35.
Recordkeeping requirements for
distributors (including distributors who
are importers) of cigarettes or smokeless
tobacco have been retained in § 804.35.

Prior to the program change reflected
in this rule, §804.34 required
distributors (including importers) of all
medical devices to establish written
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procedures for employee education,
complaint processing, and
documentation of information related to
MDR reports. Under this rule,
distributors of medical devices other
than cigarettes or smokeless tobacco are
no longer required to submit MDR
reports. Accordingly, they are no longer
subject to the requirement to establish
and maintain written MDR procedures
although distributors are required to
establish device complaint files in
accordance with 21 CFR 820.198. Under
this rule, the requirement for
establishing written MDR procedures for
importers of medical devices other than
cigarettes or smokeless tobacco is
transferred to §803.17, and the
requirements for distributors (including
distributors who are importers) of
cigarettes or smokeless tobacco are
retained in § 804.34. The agency has
estimated a one-time burden of 10
hours, annualized over a period of 5
years, for distributors (including
distributors who are importers) of
cigarettes or smokeless tobacco to
establish written MDR procedures under
§804.34.

Prior to the program change reflected
in this rule, §804.35 required
distributors (including importers) to
establish and maintain MDR event files.
Under this rule, the recordkeeping
burdens for distributors (including
importers) of medical devices other than
cigarettes or smokeless tobacco have
been transferred to § 803.18.
Recordkeeping requirements for
distributors (including distributors who
are importers) of cigarettes or smokeless
tobacco are retained in §804.35.

As provided in 5 CFR 1320.5(c)(1),
collections of information in a direct
final rule are subject to the procedures
set forth in 5 CFR 1320.10. Interested
persons and organizations may submit
comments on the information collection
provisions of this direct final rule by
July 13, 1998, to the Dockets
Management Branch (address above).

At the close of the 60-day comment
period, FDA will review the comments
received, revise the information
collection provisions as necessary, and
submit these provisions to OMB for
review. FDA will publish a notice in the
Federal Register when the information
collection provisions are submitted to
OMB, and an opportunity for public
comment to OMB will be provided at
that time. Prior to the effective date of
the direct final rule, FDA will publish
a notice in the Federal Register of
OMB’s decision to approve, modify, or
disapprove the information collection
provisions. An agency may not conduct
or sponsor, and a person is not required
to respond to, a collection of

information unless it displays a current
valid OMB control number.

VII. Request for Comments

Interested persons may, on or before
July 27, 1998, submit to the Docket
Management Branch (address above)
written comments regarding this rule.
The comment period runs concurrently
with the comment period for the
companion proposed rule. Two copies
of any comments are to be submitted,
except that individuals may submit one
copy. Comments are to be identified
with the docket number found in
brackets in the heading of this
document. Received comments may be
seen in the office above between 9 a.m.
and 4 p.m., Monday through Friday. All
comments received will be considered
as comments regarding the companion
proposed rule and this direct final rule.
In the event the direct final rule is
withdrawn, all comments received
regarding the companion proposed rule
and this direct final rule will be
considered comments on the proposed
rule.

List of Subjects in 21 CFR Parts 803 and
804

Imports, Medical devices, Reporting
and recordkeeping requirements.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR parts 803
and 804 are amended as follows:

PART 803—MEDICAL DEVICE
REPORTING

1. The authority citation for 21 CFR
part 803 continues to read as follows:

Authority: 21 U.S.C. 352, 360, 360i, 360j,
371, 374.

2. Section 803.1 is amended by
revising paragraph (a) to read as follows:

§803.1 Scope.

(a) This part establishes requirements
for medical device reporting. Under this
part, device user facilities, importers,
and manufacturers, as defined in
§803.3, must report deaths and serious
injuries to which a device has or may
have caused or contributed, must
establish and maintain adverse event
files, and must submit to FDA specified
followup and summary reports. Medical
device distributors, as defined in
§803.3, are also required to maintain
incident files. Furthermore,
manufacturers and importers are also
required to report certain device
malfunctions. These reports will assist
FDA in protecting the public health by
helping to ensure that devices are not

adulterated or misbranded and are safe
and effective for their intended use.
* * * * *

3. Section 803.3 is amended by
redesignating paragraphs (m) through
(ee) as paragraphs (n) through (ff),
respectively; by revising the last
sentence of the introductory text of
paragraph (c), paragraph (c)(1), and
redesignated paragraphs (p), (p)(1), and
(n)(2); and by adding paragraphs (g) and
(m) to read as follows:

§803.3 Definitions.
* * * * *

(c) * * * Manufacturers and
importers are considered to have
become aware of an event when:

(1) Any employee becomes aware of a
reportable event that is required to be
reported by an importer within 10 days,
or by a manufacturer within 30 days or
within 5 days under a written request
from FDA under § 803.53(b); and
* * * * *

(9) Distributor means, for the purposes
of this part, any person (other than the
manufacturer or importer) who furthers
the marketing of a device from the
original place of manufacture to the
person who makes final delivery or sale
to the ultimate user, but who does not
repackage or otherwise change the
container, wrapper or labeling of the
device or device package. One who
repackages or otherwise changes the
container, wrapper, or labeling, is a
manufacturer under § 803.3(0). For the
purposes of this part, distributors do not
include distributors of cigarettes or
smokeless tobacco.

* * * * *

(m) Importer means, for the purposes
of this part, any person who imports a
device into the United States and who
furthers the marketing of a device from
the original place of manufacture to the
person who makes final delivery or sale
to the ultimate user, but who does not
repackage or otherwise change the
container, wrapper, or labeling of the
device or device package. One who
repackages or otherwise changes the
container, wrapper, or labeling, is a
manufacturer under § 803.3(0). For the
purposes of this part, importers do not
include importers of cigarettes or
smokeless tobacco.

* * * * *

(p) Manufacturer or importer report
number means the number that
uniquely identifies each individual
adverse event report submitted by a
manufacturer or importer. This number
consists of three parts as follows:

(1) The FDA registration number for
the manufacturing site of the reported
device, or for the importer. (If the
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manufacturing site or the importer does
not have a registration number, FDA
will assign a temporary number until
the site is officially registered. The
manufacturer or importer will be
informed of the temporary number.);
* * * * *

r) * * *

(2) An event about which
manufacturers or importers have
received or become aware of
information that reasonably suggests
that one of their marketed devices:

(i) May have caused or contributed to
a death or serious injury; or

(i) Has malfunctioned and that the
device or a similar device marketed by
the manufacturer or importer would be
likely to cause a death or serious injury
if the malfunction were to recur.

* * * * *

§803.9 [Amended]

4. Section 803.9 Public availability of
reports is amended by adding ‘“‘or’’ after
the semicolon at the end of paragraph
(¢)(2), by removing paragraph (c)(3), and
by redesignating paragraph (c)(4) as
paragraph (c)(3).

5. Section 803.10 is amended by
revising the heading and paragraphs
(a)(2) and (c)(5), and by adding
paragraph (b) to read as follows:

§803.10 General description of reports
required from user facilities, importers, and
manufacturers.

a * X *

(2) User facilities must submit annual
reports as described in §803.33.

(b) Importers must submit MDR
reports of individual adverse events
within 10 working days after the
importer becomes aware of an MDR
reportable event as described in §803.3.
Importers must submit reports of
device-related deaths or serious injuries
to FDA and the manufacturer and
reports of malfunctions to the
manufacturer.

C) * * *

(5) For manufacturers of cigarettes or
smokeless tobacco, annual certification
to FDA of the number of MDR reports
filed during the preceding year as
described in §803.57.

§803.11 [Amended]

6. Section 803.11 Obtaining the forms
is amended in the first sentence by
adding the word
. importers,” after the phrase ““User
facilities”.

7. Section 803.12 is amended by

revising paragraph (b) to read as follows:

§803.12 Where to submit reports.
* * * * *

(b) Each report and its envelope shall
be specifically identified, e.g., “User

Facility Report,” **Annual Report,”
“Importer Report,” *“Manufacturer
Report,” “5—Day Report,” “Baseline
Report,” etc.

§803.17 [Amended]

8. Section 803.17 Written MDR
procedures is amended in the
introductory paragraph by adding the
word ““, importers,” after the phrase
“User facilities”.

9. Section 803.18 is amended by
revising the heading, the first sentence
of paragraphs (a) and (b)(1) introductory
text, paragraphs (b)(1)(ii) and (b)(2), and
the second sentence of paragraph (c),
and by adding paragraph (d) to read as
follows:

§803.18 Files and distributor records.

(a) User facilities, importers, and
manufacturers shall establish and
maintain MDR event files. * * *

(b)(1) For purposes of this part, “MDR
event files” are written or electronic
files maintained by user facilities,
importers, and manufacturers. * * *

(ii) Copies of all MDR forms, as
required by this part, and other
information related to the event that was
submitted to FDA and other entities
(e.g., an importer, distributor, or
manufacturer).

(2) User facilities, importers, and
manufacturers shall permit any
authorized FDA employee during all
reasonable times to access, to copy, and
to verify the records required by this
part.

(c) * * * Manufacturers and
importers shall retain an MDR event file
relating to an adverse event for a period
of 2 years from the date of the event or
a period of time equivalent to the
expected life of the device, whichever is
greater. * * *

(d)(1) A device distributor shall
establish device complaint files in
accordance with § 820.198 of this
chapter and maintain an incident record
containing any information, including
any written or oral communication, that
alleges deficiencies related to the
identity, quality, durability, reliability,
safety, effectiveness, or performance of
a device. Device incident records shall
be prominently identified as such and
shall be filed by device.

(2) A device distributor shall retain
copies of the records required to be
maintained under this section for a
period of 2 years from the date of
inclusion of the record in the file or for
a period of time equivalent to the design
and expected life of the device,
whichever is greater, even if the
distributor has ceased to distribute the
device that is the subject of the record.

(3) A device distributor shall maintain
the device complaint files established
under this section at the distributor’s
principal business establishment. A
distributor that is also a manufacturer
may maintain the file at the same
location as the manufacturer maintains
its complaint file under §§820.180 and
820.198 of this chapter. A device
distributor shall permit any authorized
FDA employee, during all reasonable
times, to have access to, and to copy and
verify, the records required by this part.

§803.19 [Amended]

10. Section 803.19 Exemptions,
variances, and alternative reporting
requirements is amended by adding in
paragraphs (b) and (c) the word *,
importers,” before the phrase ‘“‘or user
facility,” and by adding in paragraph (c)
a comma after the word “‘variance”.

11. Section 803.20 is amended by
revising the last sentence of
introductory text of paragraph (a),
paragraph (a)(1), and the first sentence
of paragraph (a)(2), and by adding
paragraph (b)(2) to read as follows:

§803.20 How to report.

(@) * * * The form has sections that
must be completed by all reporters and
other sections that must be completed
only by the user facility, importer, or
manufacturer.

(1) The front of FDA Form 3500A is
to be filled out by all reporters. The
front of the form requests information
regarding the patient, the event, the
device, and the “initial reporter” (i.e.,
the first person or entity that submitted
the information to the user facility,
manufacturer, or importer).

(2) The back part of the form contains
sections to be completed by user
facilities, importers, and manufacturers.
* *x *

(b) * X *

(2) Importers are required to submit
MDR reports to FDA and the device
manufacturer, except for malfunctions
which are reported to the manufacturer
only:

(i) Within 10 working days of
becoming aware of information that
reasonably suggests that a device has or
may have caused or contributed to a
death or serious injury.

(ii) Within 10 working days of
receiving information that a device
marketed by the importer has
malfunctioned and that such a device or
a similar device marketed by the
importer would be likely to cause or
contribute to a death or serious injury if

the malfunction were to recur.
* * * * *
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§803.22 [Amended]

12. Section 803.22 When not to file is
amended by adding in paragraphs (a)
and (b)(1) the word ““, importer,” after
the word “facility”.

§803.33 [Amended]

13. Section 803.33 Semiannual
reports is amended by revising the
heading to read “Annual reports™; in
introductory text of paragraph (a) by
removing the phrase ““(for reports made
July through December) and by July 1
(for reports made January through
June)”’; in introductory text of paragraph
(a) and paragraphs (a)(5), (a)(7)
introductory text, and (c) by removing
the word “‘semiannual’ wherever it
appears and adding in its place the
word “annual’’; in paragraph (a)(2) by
removing the phrase ‘“‘and period, e.g.,
January through June or July through
December”’; and by adding in paragraph
(@)(7)(vi) the word “‘importer,” after the
word ‘“‘distributor,”.

14. Subpart D, consisting of 88 803.40
and 803.43, is added to read as follows:

Subpart D—Importer Reporting
Requirements

Sec.

803.40 Individual adverse event reporting
requirements; importers.

803.43 Individual adverse event report data
elements.

Subpart D—Importer Reporting
Requirements

§803.40 Individual adverse event
reporting requirements; importers.

(a) An importer shall submit to FDA
a report, and a copy of such report to the
manufacturer, containing the
information required by §803.43 on
FDA form 3500A as soon as practicable,
but not later than 10 working days after
the importer receives or otherwise
becomes aware of information from any
source, including user facilities,
individuals, or medical or scientific
literature, whether published or
unpublished, that reasonably suggests
that one of its marketed devices may
have caused or contributed to a death or
serious injury.

(b) An importer shall submit to the
manufacturer a report containing
information required by §803.43 on
FDA form 3500A, as soon as practicable,
but not later than 10 working days after
the importer receives or otherwise
becomes aware of information from any
source, including user facilities,
individuals, or through the importer’s
own research, testing, evaluation,
servicing, or maintenance of one of its
devices, that one of the devices
marketed by the importer has

malfunctioned and that such device or
a similar device marketed by the
importer would be likely to cause or
contribute to a death or serious injury if
the malfunction were to recur.

§803.43 Individual adverse event report
data elements.

(a) Each importer that submits a
report on an MDR reportable event shall
complete and submit the applicable
portions of FDA form 3500A in so far as
the information is known or should be
known to the importer, and submit it to
FDA, and to the manufacturer as
required by § 803.40.

(b) Each importer shall submit the
information requested on FDA form
3500A, including:

(1) Identification of the source of the
report.

(i) Type of source that reported the
event to the importer (e.g., lay user
owner, lay user lessee, hospital, nursing
home, outpatient diagnostic facility,
outpatient treatment facility, ambulatory
surgical facility);

(ii) Importer report number;

(iii) Name, address, and telephone
number of the source that reported the
event to the importer (e.g., distributor,
user facility, practitioner, etc.); and

(iv) Name of the manufacturer of the
device.

(2) Date information.

(i) The date of the occurrence of the
event;

(if) The date the source that reported
the event to the importer became aware
of the event;

(iii) The date the event was reported
to the manufacturer and/or FDA,; and

(iv) The date of this report.

(3) The type of MDR reportable event
(e.g., death, serious illness, serious
injury, or malfunction), and whether an
imminent hazard was involved;

(4) Patient information including age,
sex, diagnosis, and medical status
immediately prior to the event and after
the event;

(5) Device information including
brand and labeled name, generic name,
model number or catalog number or
other identifying numbers, serial
number or lot number, purchase date,
expected shelf life/expiration date (if
applicable), whether the device was
labeled for single use, and date of
implant (if applicable);

(6) Maintenance/service information
data including the last date of service
performed on the device, where service
was performed, whether service
documentation is available, and
whether service was in accordance with
the service schedule;

(7) Whether the device is available for
evaluation and, if not, the disposition of
the device;

(8) Description of the event,
including:

(i) Who was operating or using the
device when the event occurred,;

(ii) Whether the device was being
used as labeled or as otherwise
intended;

(iii) The location of the event;

(iv) Whether there was multi-patient
involvement, and if so, how many
patients were involved,;

(v) A list of any other devices whose
performance may have contributed to
the event and their manufacturers, and
the results of any analysis or evaluation
with respect to such device (or a
statement of why no analysis or
evaluation was performed); and

(vi) A complete description of the
event including, but not limited to, what
happened, how the device was
involved, the nature of the problem,
patient followup/treatment required,
and any environmental conditions that
may have influenced the event.

(9) The results of any analysis of the
device and the event, including:

(i) The method of the evaluation or an
explanation of why no evaluation was
necessary or possible;

(ii) The results and conclusions of the
evaluation;

(iii) The corrective actions taken; and

(iv) The degree of certainty
concerning whether the device caused
or contributed to the reported event;

(10) The name, title, address,
telephone number, and signature of the
person who prepared the report.

§803.56 [Amended]

15. Section 803.56 Supplemental
reports is amended in the introductory
paragraph and in paragraphs (a) and (b)
by adding the words ‘‘or importer’ after
the word “manufacturer”.

§803.57 [Amended]

16 Section 803.57 Annual
certification is amended in paragraphs
(a) and (d) by removing the word
“manufacturers” wherever it appears
and by adding in its place the phrase
“manufacturers of cigarettes or
smokeless tobacco”, and in paragraphs
(b), (c)(1), and (d) by removing the word
“manufacturer’” wherever it appears and
adding in its place the phrase
“manufacturer of cigarettes or smokeless
tobacco”.

PART 804—MEDICAL DEVICE
REPORTING FOR DISTRIBUTORS OF
CIGARETTES OR SMOKELESS
TOBACCO

17. The authority citation for 21 CFR
part 804 continues to read as follows:

Authority: 21 U.S.C. 352, 360, 360i, 360j,
371, 374.
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18. Part 804 is amended by revising
the heading to read as set forth above.

19. Section 804.1 is amended by
revising paragraph (a) to read as follows:

§804.1 Scope.

(a) FDA is requiring distributors of
cigarettes or smokeless tobacco to report
deaths, serious illnesses, and serious
injuries that are attributed to
contamination of a cigarette or
smokeless tobacco product. Distributors
of cigarettes or smokeless tobacco are
also required to submit a report to FDA
annually certifying the number of
medical device reports filed during the
preceding year, or that no reports were
filed. These reports enable FDA to
protect the public health by helping to
ensure that these products are not
adulterated or misbranded and are
otherwise safe and effective for their
intended use. In addition, distributors of
cigarettes or smokeless tobacco are
required to establish and maintain
complaint files or incident files as
described in §804.35, and to permit any
authorized FDA employee at all
reasonable times to have access to, and
to copy and verify, the records
contained in this file. This part
supplements, and does not supersede,
other provisions of this subchapter,
including the provisions of part 820 of
this chapter.

* * * * *

20. Section 804.3 is amended by
revising paragraph (d), and in
paragraphs (m)(1) and (m)(2) by adding
the phrase “‘related to the contamination
of cigarettes or smokeless tobacco’ after
the word “‘event” to read as follows:

§804.3 Definitions.
* * * * *

(d) Distributor means, for the purpose
of this part, any person who furthers the
distribution of cigarettes or smokeless
tobacco, whether domestic or imported,
at any point from the original place of
manufacture to the person who sells or
distributes the product to individuals
for personal consumption, but who does
not repackage or otherwise change the
container, wrapper, or labeling of the
product package. Common carriers are
not considered distributors for the

purposes of this part.
* * * * *

§804.25 [Amended]

21. Section 804.25 Reports by
distributors is amended in paragraph
(a)(1) by removing the words *‘a device”
and adding in their place the phrase
*‘contamination of a cigarette or
smokeless tobacco product”; in
paragraph (a)(2) by removing the phrase
“one of its marketed devices” and

adding in its place the phrase
‘“‘contamination of one of its cigarette or
smokeless tobacco products”; and by
removing paragraph (c).

Dated: May 1, 1998.
William B. Schultz,
Deputy Commissioner for Policy.
[FR Doc. 98-12614 Filed 5-11-98; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 1240
[Docket No. 97P-0418]

Revocation of Lather Brushes
Regulation

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is revoking its
regulation pertaining to the treatment,
sterilization, handling, storage, marking,
and inspection of lather brushes. FDA is
revoking this regulation because the
regulation is no longer necessary to
protect the public health.

FOR FURTHER INFORMATION CONTACT:
Philip L. Chao, Policy Development and
Coordination Staff (HF-23), Food and
Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-827—
3380.

DATES: This final rule is effective June
11, 1998.
SUPPLEMENTARY INFORMATION:

I. Background

In the Federal Register of October 20,
1997 (62 FR 54398), FDA proposed to
revoke a regulation pertaining to the
treatment, sterilization, handling,
storage, marking, and inspection of
lather brushes. The preamble to the
proposal explained that the lather brush
regulation was originally published in
1949 by the Federal Security Agency
and was intended to prevent cases of
cutaneous anthrax through lather
brushes made from animal hair or
bristles. A Government reorganization
transferred the Federal Security
Agency'’s functions to the then-
Department of Health, Education, and
Welfare (now known as the Department
of Health and Human Services), and
responsibility for the rule was later
assigned, in 1975, to FDA. The rule was
codified at § 1240.70 (21 CFR 1240.70).

FDA proposed to revoke the
regulation because it was unaware of

any reliance on the lather brush
requirements or of any current concerns
associated with lather brushes and
because the regulation was no longer
necessary to protect the public health.
The proposal also noted that the then-
Center for Disease Control (now the
Centers for Disease Control and
Prevention) revoked a similar lather
brush regulation in 1985 on the grounds
that no case of cutaneous anthrax in the
United States had been associated with
lather brushes since 1930.

FDA received no comments on the
proposal. Consequently, this final rule
revokes § 1240.70.

I1. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (5
U.S.C. 601-612). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule is consistent
with the regulatory philosophy and
principles identified in the Executive
Order. In addition, the final rule is not
a significant regulatory action as defined
by the Executive Order and so is not
subject to review under the Executive
Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Because the final rule
eliminates certain manufacturing
requirements for lather brushes, the
agency certifies that the final rule will
not have a significant economic impact
on a substantial number of small
entities. Therefore, under the Regulatory
Flexibility Act, no further analysis is
required.

I11. Environmental Impact

The agency has determined under 21
CFR 25.30(h) that this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

IV. Paperwork Reduction Act of 1995

This final rule contains no collections
of information. Therefore, clearance by
the Office of Management and Budget
under the Paperwork Reduction Act of
1995 is not required.
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List of Subjects in 21 CFR Part 1240

Communicable diseases, Public
health, Travel restrictions, Water
supply.

Therefore, under the Public Health
Service Act and under the authority
delegated to the Commissioner of Food
and Drugs, 21 CFR part 1240 is
amended as follows:

PART 1240—CONTROL OF
COMMUNICABLE DISEASES

1. The authority citation for part 1240
continues to read as follows:

Authority: 42 U.S.C. 216, 243, 264, 271.

§1240.70 [Removed]

2. Section 1240.70 Lather brushes is
removed.

Dated: May 4, 1998.
William K. Hubbard,

Associate Commissioner for Policy
Coordination.

[FR Doc. 98-12450 Filed 5-11-98; 8:45 am]
BILLING CODE 4160-01-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 63

[AD-FRL—6011-6]

RIN 2060-AC19

National Emission Standards for
Hazardous Air Pollutants for Source
Categories; Organic Hazardous Air

Pollutants From the Synthetic Organic
Chemical Manufacturing Industry

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule: Amendments.

SUMMARY: This action promulgates final
amendments to the National Emission
Standards for Hazardous Air Pollutants
for Source Categories; Organic
Hazardous Air Pollutants from the
Synthetic Organic Chemical
Manufacturing Industry (SOCMI) by
adding tetrahydrobenzaldehyde (THBA)
and crotonaldehyde to, and removing
acetaldol from, the list of chemical
production processes. The amendment
also establishes a separate compliance
date of 3 years from final action for
subparts F and G of part 63 and 1 year
from final action for subpart H of part
63 for the THBA and crotonaldehyde
production processes. The EPA is also
making a change to clarify compliance
demonstration requirements for flexible
operation units.

This action implements section 112(d)
of the Clean Air Act as amended in 1990

(the Act), which requires the
Administrator to regulate emissions of
hazardous air pollutants (HAP) listed in
section 112(b) of the Act. The intended
effect of this rule is to protect the public
by requiring new and existing major
sources to control emissions of HAP to
the level reflecting application of the
maximum achievable control
technology. This action also amends the
initial list of source categories of HAP
required by section 112(c) of the Act by
removing THBA production from the
list of categories of major sources.
EFFECTIVE DATE: May 12, 1998.

FOR FURTHER INFORMATION CONTACT: For
information concerning this action
contact Mr. John Schaefer at (919) 541—
0296, Organic Chemicals Group,
Emission Standards Division (MD-13),
U.S. Environmental Protection Agency,
Research Triangle Park, North Carolina
27711.

SUPPLEMENTARY INFORMATION:

l. Regulated Entities and Background
Information

A. Regulated Entities

The regulated category and entities
affected by this action include:

Category Regulated entities

Industry .. | Facilities that produce
tetrahydrobenzaldehyde; facili-
ties that produce
crotonaldehyde.

Synthetic organic chemical manu-
facturing industry  (SOCMI)
units, e.g., producers of ben-
zene, toluene, or any other
chemical listed in Table 1 of 40

CFR part 63, subpart F.

This table is not intended to be
exhaustive but, rather, provides a guide
for readers regarding entities likely to be
interested in the revisions to the
regulation affected by this action.
Entities potentially regulated by the
HON are those which produce as
primary intended products any of the
chemicals listed in table 1 of 40 CFR
part 63, subpart F or facilities producing
THBA or crotonaldehyde and that are
located at facilities that are major
sources as defined in section 112 of the
Clean Air Act (CAA). To determine
whether your facility is regulated by this
action, you should carefully examine all
of the applicability criteria in 40 CFR
63.100. If you have questions regarding
the applicability of this action to a
particular entity, consult the person
listed in the preceding FOR FURTHER
INFORMATION CONTACT section.

With today’s action, EPA is making
production of THBA and
crotonaldehyde subject to subparts F, G,

and H of 40 CFR Part 63. Subparts F, G,
and H of 40 CFR Part 63 establish
National Emission Standards for
Hazardous Air Pollutants (NESHAP) for
the Synthetic Organic Chemical
Manufacturing Industry (SOCMI) (57 FR
62607). This rule is commonly referred
to as the hazardous organic NESHAP or
the HON. The HON rule applies to
SOCMI facilities located at major
sources and affects approximately 310
facilities nationwide. These SOCMI
facilities include those that produce one
or more of the synthetic organic
chemicals listed in Table 1 of Subpart

F and that either (1) use an organic HAP
as a reactant or (2) produce an organic
HAP in the process. Emission points
within these facilities affected by the
rule are process vents, storage vessels,
transfer operations, equipment leaks,
and wastewater collection systems.
Processes producing THBA were not
included on the list of SOCMI processes
to be regulated under the HON.
Crotonaldehyde production was
removed from the list of SOCMI
processes to be regulated by the HON
when the rule was issued in April 1994.
Crotonaldehyde production was deleted
because available information indicated
that this chemical was no longer
produced in the United States. Because
EPA has since learned that
crotonaldehyde is still produced in the
United States, in today’s action EPA is
adding crotonaldehyde production to
the HON.

1. Summary of Changes to Rule

A. Addition of THBA Production

Tetrahydrobenzaldehyde production
was included as a source of HAP
emissions under the source category of
butadiene dimers production on the
initial list of source categories selected
for regulation under Section 112(c) of
the Act published on July 16, 1992 (57
FR 31576) and was scheduled for
control by November 1997 on the
section 112(e) source category schedule
(58 FR 63941). Although the initial
source category list clearly identified
THBA production as being included in
the butadiene dimers production source
category, the butadiene dimers name
was a misnomer. Consequently, the
butadiene dimers production source
category was changed to
tetrahydrobenzaldehyde production by
a source category list maintenance
action finalized on June 4, 1996 (61 FR
28197). Today’s action will add THBA
production to the list of HON-affected
chemicals.

THBA is produced by reacting 1,3-
butadiene and acrolein together. Both
1,3-butadiene and acrolein are HAPs
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and are emitted during the production
process. At this time, only one facility
in the nation manufactures THBA, and
it is not expected that additional
facilities will begin producing THBA.
The THBA production unit is co-located
with other SOCMI production units to
which the HON is applicable. In
addition, the emissions points and air
pollution control measures applied are
identical to those encountered in these
co-located SOCMI units.

THBA is used in the manufacture of
paint additives. The product is similar
to other SOCMI products on the list of
HON-affected chemicals in that it is an
intermediate organic chemical used in
the manufacture of other organic
chemicals. The production of THBA
was not included in the HON initially,
because EPA was unaware of THBA'’s
similarities to other SOCMI chemicals.
Had EPA been aware of these
similarities THBA would have been
included in the list of affected HON
chemicals in the initial HON
rulemaking and subject to the
requirements in the HON.

The EPA considers THBA production
to be a batch process for purposes of
equipment leaks since, the process
operates over only a short operating
cycle before experiencing significant
fouling (plugging) in the reaction
system, requiring the system to be
shutdown and the equipment cleaned.
Due to the frequent shutdown and
equipment cleaning cycle, the process is
classified as a batch process for
purposes of subpart H.

The effect of today’s action is twofold.
First, it subjects facilities manufacturing
THBA to the provisions of 40 CFR part
63, subparts F, G, and H. Although an
assessment of the impacts
(environmental, cost, economic, or
other) associated with this action has
not been conducted, the EPA believes
that the impact on the THBA production
unit will be no more or less severe than
those imposed on the other SOCMI
production processes already affected.
Second, it overrides the need to write a
separate regulation for the THBA
production source category.
Consequently, the THBA production
source category is being removed from
the list of HAP-emitting source
categories published pursuant to
Section 112(c) of the Act because it is
being subsumed under the HON rule.
The EPA does not believe that the
development of a separate rule for this
source category is justified or would
result in a different control level than
that required under the HON. Today’s
action is consistent with the source
category schedule, which requires
regulation of THBA production

(originally listed as butadiene dimers
production) by November 1997.

With respect to the issue of whether
the addition of the THBA production
source category to the population of
SOCMI sources regulated by the HON
would alter the maximum achievable
control technology (MACT)
determinations made for the HON rule,
it has been concluded that since the
emission points and air pollution
control measures at the only facility
known to manufacture THBA are
similar to those at other SOCMI sources,
the HON MACT floor determination
would be unaffected.

This action establishes compliance
dates for THBA production units of 1
year from the date this action is
published for subpart H of this part and
3 years from the date this action is
published for subparts F and G of this
part. The compliance date of three years
from the date of this action for
compliance with subparts F and G of
this part is to allow time for retrofitting
of controls and evaluation of control
requirements in the one known facility.
A facility has one year from today for
compliance with subpart H of this part.
One year is believed to provide
sufficient time to establish the
equipment leak monitoring program and
recordkeeping system. These time
periods are consistent with the
compliance times provided for sources
originally subject to the HON rule.

B. Addition of Crotonaldehyde
Production and Removal of Acetaldol
Production

Today'’s action adds crotonaldehyde
production to the chemical production
processes subject to the HON and
establishes a new compliance date for
crotonaldehyde chemical manufacturing
process units. In addition, today’s action
removes acetaldol production processes
from the applicability of the HON by
removing this chemical from table 1 of
subpart F.

In the April 22, 1994 rule, EPA made
several changes to the proposed lists of
chemical products to correct errors and
to remove chemicals no longer
commercially produced in the United
States. One of the chemical products
removed from the list of SOCMI
chemicals in the April 1994 notice,
based upon the belief that it was no
longer commercially produced in the
United States, was crotonaldehyde.
Since April 1994, EPA has learned that
this removal was an error because
crotonaldehyde is produced by at least
one facility in the United States. The
EPA has also learned that acetaldol,
which was retained on table 1 of subpart
F in the April 1994 rule, is an unstable

intermediate which is used to produce
either crotonaldehyde or 1,3-butylene
glycol, and is therefore not itself a
product appropriate for inclusion on
table 1 of subpart F. Based on the
January 17, 1997 amendments to the
HON (62 FR 2721), EPA believes that
acetaldol production operations are
more appropriately considered unit
operations part of crotonaldehyde or
1,3-butylene glycol chemical
manufacturing process units. Therefore,
the EPA is revising table 1 of subpart F
by removing acetaldol. Crotonaldehyde
production is being added to subpart F
as a regulated process. No action is
needed for 1,3-butylene glycol because
that chemical is already listed in table
1 of subpart F.

This action creates a new compliance
date for crotonaldehyde chemical
production process units because of the
confusion caused by listing a
nonisolated intermediate chemical
product instead of the correct final
product. The new compliance date is 3
years from today for compliance with
subparts F and G of this part to allow
time for retrofitting of controls and
evaluation of control requirements in
the one known facility. A compliance
date of 1 year from today is being used
for compliance with subpart H of this
part. One year is believed to provide
sufficient time to establish the
equipment leak monitoring program and
recordkeeping system. These time
periods are consistent with the
compliance times provided for sources
originally subject to the HON rule.

C. Clarification of Compliance
Demonstration Requirements for
Flexible Operation Units

In today’s action, EPA is adding a new
paragraph (b)(6) to § 63.103 of subpart F
to clarify the compliance demonstration
requirements for flexible operation
units. This amendment revises the rule
to clarify that performance tests and
monitoring parameter ranges are to be
based on operating conditions present
during production of the primary
product. The April 1994 rule was not
clear on this point due to a drafting
oversight. This change is being added
because some owners and operators
have expressed concerns that the rule
could be interpreted as requiring
installation of additional controls for
periods when the flexible operation unit
is producing a product other than the
primary product. It is not the EPA’s
intent that the rule be interpreted in this
manner. Therefore, for the purposes of
compliance with this rule, additional
controls are not required when
producing products other than the
primary product. The EPA has also
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recently learned that there are questions
whether the rule requires owners or
operators to develop parameter
monitoring ranges appropriate for each
product produced by a flexible
operation unit or to develop parameter
monitoring ranges for operating
conditions during production of the
primary product of the flexible
operation unit. The need for
clarification of these aspects of
compliance demonstration became
apparent as facilities were completing
compliance planning and demonstration
activities for the April 1997 compliance
deadline. This revision will make the
rule consistent with the assumptions
that EPA used in deriving the cost
(including the recordkeeping and
reporting burden) estimates used in
support of the April 1994 rule. Based on
conversations with several industry
representatives, EPA believes that
today’s action is generally consistent
with industry’s understanding of the
rule. Today’s clarification is not
expected to increase the cost or burden
of demonstrating compliance with the
HON.

D. Public Comment on the August 22,
1997 Proposal

Three comment letters were received
on the August 22, 1997 Federal Register
document that proposed changes to this
rule. All comments received were from
industry representatives. While the
comments received were supportive of
the proposed amendments they
expressed concern with the
applicability of the rule and clarity of
the proposed changes. The EPA has
considered these comments and has
made one minor change to the final rule,
and added additional language to the
preamble to clarify the compliance
demonstration procedures for flexible
operation units. The response to these
comments may be obtained over the
Internet at http://www.epa.gov/ttn or
from the EPA’s Technology Transfer
Network (TTN). The TTN is a network
of electronic bulletin boards operated by
the Office of Air Quality Planning and
Standards. The service is free, except for
the cost of a phone call. Dial (919) 541—
5742 for up to a 14,400 bits per second
modem. Select TTN Bulletin Board:
Clean Air Act Amendments and select
menu item Recently Signed Rules. If
more information on TTN is needed,
contact the systems operator at (919)
541-5384.

111. Administrative

A. Paperwork Reduction Act

The Office of Management and Budget
(OMB) has approved the information

collection requirements contained in the
rule under the Provisions of the
Paperwork Reduction Act, 44 U.S.C.
3501 et seq. and has assigned OMB
control number 2060-0282. An
Information Collection Request (ICR)
document was prepared by the EPA
(ICR No. 1414.03) and a copy may be
obtained from Sandy Farmer, OPPE
Regulatory Information Division; U.S.
Environmental Protection Agency
(2137); 401 M St., SW.; Washington DC
20460 or by calling (202) 260-2740.

An agency may not conduct or
sponsor, and a person is not required to
respond to a collection of information
unless it displays a currently valid OMB
control number. The OMB control
numbers for the EPA’s regulations are
listed in 40 CFR part 9 and 48 CFR
Chapter 15.

Today’s action neither adds new
respondents nor is it anticipated to
increase the number of responses. The
increase in the number of effected
processing units is less than ¥z percent.
Since this action does not substantially
change the information collection, the
ICR has not been revised.

B. Executive Order 12866 Review

Under Executive Order 12866, the
EPA must determine whether a
regulatory action is “‘significant’” and,
therefore, subject to OMB review and
the requirements of the Executive Order.
The Order defines “significant”
regulatory action as one that is likely to
lead to a rule that may:

(1) Have an annual effect on the
economy of $100 million or more or
adversely affect in a material way the
economy, a sector of the economy,
productivity, competition, jobs, the
environment, public health or safety in
State, local, or tribal governments or
communities;

(2) create a serious inconsistency or
otherwise interfere with an action taken
or planned by another agency;

(3) materially alter the budgetary
impact of entitlements, grants, user fees,
or loan programs or the rights and
obligations of recipients thereof; or

(4) raise novel legal or policy issues
arising out of legal mandates, the
President’s priorities, or the principles
set forth in the Executive Order.

The HON rule promulgated on April
22, 1994 was considered ‘‘significant”
under Executive Order 12866, and a
regulatory impact analysis was
prepared. The amendments issued today
apply to one additional process unit at
two facilities. These facilities are
already well controlled. It is not certain
what additional control will be required
as a result of this action. Regardless of
the final assessment of additional

controls at these two facilities, the EPA
believes that application of the HON to
these facilities will have a negligible
impact. The clarification of the
compliance demonstration requirements
for flexible operation units is believed to
be consistent with industry
understanding of the rule, and is not
believed to create additional impacts.
For these reasons, the regulatory action
is considered ‘‘not significant.”

C. Regulatory Flexibility

The EPA has determined it is not
necessary to prepare a regulatory
flexibility analysis in connection with
this final rule. The EPA has also
determined that this rule will not have
a significant economic impact on a
substantial number of small entities.
Small entities include small businesses,
small not-for-profit enterprises, and
small government jurisdictions. See the
April 22, 1994 Federal Register (59 FR
19449) for the basis for this
determination. This amendment to the
rule will not have a significant impact
on a substantial number of small
entities. This rule will apply the
requirements of the HON rule to an
additional process unit at two facilities
and only imposes negligible
recordkeeping costs on those facilities.
The additional recordkeeping costs are
not expected to create a burden for
either of the regulated entities.
Furthermore, neither of these regulated
entities is a small business. The
amendment to 8§ 63.103(b)(6) is a
clarification of an existing requirement,
and this clarification is not expected to
increase control requirements or burden
of the rule.

D. Submission to Congress and the
General Accounting Office

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the House of Representatives, and the
Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
major rule as defined by 5 U.S.C. 804(2).

E. Unfunded Mandates Reform Act

Under Section 202 of the Unfunded
Mandates Reform Act of 1995
(Unfunded Mandates Act), the EPA
must prepare a budgetary impact
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statement to accompany any proposed
or final rule that includes a Federal
mandate that may result in estimated
costs to State, local, or tribal
governments in the aggregate or to the
private sector, of $100 million or more.
Under Section 205, the EPA must select
the least costly, most cost-effective or
least burdensome alternative that
achieves the objectives of the rule and
is consistent with statutory
requirements. Section 203 requires the
EPA to establish a plan for informing
and advising any small governments
that may be significantly or uniquely
impacted by the rule.

The EPA has determined that today’s
action does not include a Federal
mandate that may result in estimated
costs of $100 million or more to either
State, local, or tribal governments in the
aggregate or to the private sector.
Therefore, the requirements of the
Unfunded Mandates Act do not apply to
this action.

List of Subjects in 40 CFR Part 63

Environmental protection, Air
pollution control, Hazardous
substances, Intergovernmental relations,
Reporting and recordkeeping
requirements.

Dated: May 1, 1998.
Carol M. Browner,
Administrator.

For the reasons set out in the
preamble, title 40, chapter I, part 63 of
the Code of Federal Regulations is
amended as follows:

PART 63—[AMENDED)]

1. The authority citation for part 63
continues to read as follows:

Authority: 42 U.S.C. 7401, et seq.

Subpart F—National Emission
Standards for Organic Hazardous Air
Pollutants from the Synthetic Organic
Chemical Manufacturing Industry

2. Section 63.100 is amended as
follows:

a. By revising paragraphs (b)(1), (d)
introductory text, (d)(3) introductory
text, the first sentence of paragraph
(9)(2)(iii), the first sentence of paragraph
(h)(2)(iv), the first sentence of paragraph
(1)(2)(iv), (k) introductory text, (1)(1)(ii),
(H@)(i);

b. By adding paragraphs (b)(2)(i),
(D)), (@), @Q)ii)A),
(@@)ii)B), (NR)(IV)(A), ()(2)(V)(B),
HV)(A), (H(2)(iv)(B), and (p).

The revisions and additions read as
follows:

§63.100 Applicability and designation of
source.
* * * * *

(b) * * %

(1) Manufacture as a primary product
one or more of the chemicals listed in
paragraphs (b)(1)(i) or (b)(2)(ii) of this
section.

(i) One or more of the chemicals listed
in table 1 of this subpart; or

(i) One or more of the chemicals
listed in paragraphs (b)(1)(ii)(A) or
(b)(1)(ii)(B) of this section:

(A) Tetrahydrobenzaldehyde (CAS
Number 100-50-5); or

(B) Crotonaldehyde (CAS Number
123-73-9).

* * * * *

(d) The primary product of a chemical
manufacturing process unit shall be
determined according to the procedures
specified in paragraphs (d)(1), (d)(2),
(d)(3), and (d)(4) of this section.

* * * * *

(3) For chemical manufacturing
process units that are designed and
operated as flexible operation units
producing one or more chemicals listed
in table 1 of this subpart, the primary
product shall be determined for existing
sources based on the expected
utilization for the five years following
April 22, 1994 and for new sources
based on the expected utilization for the
first five years after initial start-up.

* * * * *

(4) Notwithstanding the provisions of
paragraph (d)(3) of this section, for
chemical manufacturing process units
that are designed and operated as
flexible operation units producing a
chemical listed in paragraph (b)(1)(ii) of
this section, the primary product shall
be determined for existing sources based
on the expected utilization for the five
years following May 12, 1998 and for
new sources based on the expected
utilization for the first five years after
initial start-up.

(i) The predominant use of the
flexible operation unit shall be
determined according to paragraphs
(Ad)(3)(H)(A) and (d)(3)(i)(B) of this
section. If the predominant use is to
produce one of the chemicals listed in
paragraph (b)(1)(ii) of this section, then
the flexible operation unit shall be
subject to the provisions of this subpart
and subparts G and H of this part.

(i) The determination of applicability
of this subpart to chemical
manufacturing process units that are
designed and operated as flexible
operation units shall be reported as part
of an operating permit application or as
otherwise specified by the permitting
authority.

* * * * *

2***

(iii) If the predominant use of a
storage vessel varies from year to year,
then the applicability of this subpart
shall be determined according to the
criteria in paragraphs (g)(2)(iii)(A) and
(9)(2)(iii)(B) of this section, as
applicable. * * *

(A) For chemical manufacturing
process units that produce one or more
of the chemicals listed in table 1 of this
subpart and meet the criteria in
paragraphs (b)(2) and (b)(3) of this
section, the applicability shall be based
on the utilization that occurred during
the 12-month period preceding April 22,
1994.

(B) For chemical manufacturing
process units that produce one or more
of the chemicals listed in paragraph
(b)(2)(ii) of this section and meet the
criteria in paragraphs (b)(2) and (b)(3) of
this section, the applicability shall be
based on the utilization that occurred
during the 12-month period preceding
May 12, 1998.

* * * * *
* X *

M

(iv) If the predominant use of a
loading arm or loading hose varies from
year to year, then the applicability of
this subpart shall be determined
according to the criteria in paragraphs
(h)(2)(iv)(A) and (h)(2)(iv)(B) of this
section, as applicable. * * *

(A) For chemical manufacturing
process units that produce one or more
of the chemicals listed in table 1 of this
subpart and meet the criteria in
paragraphs (b)(2) and (b)(3) of this
section, the applicability shall be based
on the utilization that occurred during
the 12-month period preceding April 22,
1994.

(B) For chemical manufacturing
process units that produce one or more
of the chemicals listed in paragraph
(b)(2)(ii) of this section and meet the
criteria in paragraphs (b)(2) and (b)(3) of
this section, the applicability shall be
based on the utilization that occurred
during the year preceding May 12, 1998.
* * * * *

(l) * X *

2 * * *

(iv) If the predominant use of a
distillation unit varies from year to year,
then the applicability of this subpart
shall be determined according to the
criteria in paragraphs (i)(2)(iv)(A) and
(1)(2)(iv)(B), as applicable. * * *

(A) For chemical manufacturing
process units that produce one or more
of the chemicals listed in table 1 of this
subpart and meet the criteria in
paragraphs (b)(2) and (b)(3) of this
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section, the applicability shall be based
on the utilization that occurred during
the year preceding April 22, 1994.

(B) For chemical manufacturing
process units that produce one or more
of the chemicals listed in paragraph
(b)(1)(ii) of this section and meet the
criteria in paragraphs (b)(2) and (b)(3) of
this section, the applicability shall be
based on the utilization that occurred
during the year preceding May 12, 1998.
* * * * *

(k) Except as provided in paragraphs
(1), (m), and (p) of this section, sources
subject to subparts F, G, or H of this part
are required to achieve compliance on
or before the dates specified in
paragraphs (k)(1) through (k)(8) of this
section.

* * * * *

() > ==

(ii)(A) Such construction commenced
after December 31, 1992 for chemical
manufacturing process units that
produce as a primary product one or
more of the chemicals listed in table 1
of this subpart;

(B) Such construction commenced
after August 22, 1997 for chemical
manufacturing process units that
produce as a primary product one or
more of the chemicals listed in
paragraph (b)(2)(ii) of this section; and
* * * * *

2 * * *

(ii)(A) Such reconstruction
commenced after December 31, 1992 for
chemical manufacturing process units
that produce as a primary product one
or more of the chemicals listed in table
1 of this subpart; and

(B) Such construction commenced
after August 22, 1997 for chemical
manufacturing process units that
produce as a primary product one or
more of the chemicals listed in
paragraph (b)(1)(ii) of this section.

* * * * *

(p) Compliance dates for chemical
manufacturing process units that
produce crotonaldehyde or
tetrahydrobenzaldehyde.
Notwithstanding the provisions of
paragraph (k) of this section, chemical
manufacturing process units that meet
the criteria in paragraphs (b)(1)(ii),
(b)(2), and (b)(3) of this section shall be
in compliance with this subpart and
subparts G and H of this part by the
dates specified in paragraphs (p)(1) and
(p)(2) of this section, as applicable.

(1) If the source consists only of
chemical manufacturing process units
that produce as a primary product one
or more of the chemicals listed in
paragraph (b)(1)(ii) of this section, new
sources shall comply by the date
specified in paragraph (p)(1)(i) of this

section and existing sources shall
comply by the dates specified in
paragraphs (p)(2)(ii) and (p)(1)(iii) of
this section.

(i) Upon initial start-up or May 12,
1998, whichever is later.

(ii) This subpart and subpart G of this
part by May 14, 2001, unless an
extension has been granted by the
Administrator as provided in
§63.151(a)(6) or granted by the
permitting authority as provided in
§63.6(i) of subpart A of this part. When
April 22, 1994 is referred to in this
subpart and subpart G of this part, May
12, 1998 shall be used as the applicable
date for that provision. When December
31, 1992 is referred to in this subpart
and subpart G of this part, August 22,
1997 shall be used as the applicable
date for that provision.

(iii) Subpart H of this part by May 12,
1999, unless an extension has been
granted by the Administrator as
provided in §63.151(a)(6) or granted by
the permitting authority as provided in
863.6(i) of subpart A of this part. When
April 22, 1994 is referred to in subpart
H of this part, May 12, 1998 shall be
used as the applicable date for that
provision. When December 31, 1992 is
referred to in subpart H of this part,
August 22, 1997 shall be used as the
applicable date for that provision.

(2) If the source consists of a
combination of chemical manufacturing
process units that produce as a primary
product one or more of the chemicals
listed in paragraphs (b)(1)(i) and
(b)(2)(ii) of this section, new chemical
manufacturing process units that meet
the criteria in paragraph (b)(2)(ii) of this
section shall comply by the date
specified in paragraph (p)(1)(i) of this
section and existing chemical
manufacturing process units producing
crotonaldehyde and/or
tetrahydrobenzaldehyde shall comply
by the dates specified in paragraphs
(p)(1)(ii) and (p)(1)(iii) of this section.

3. Section 63.103 is amended by
adding paragraph (b)(6) to read as
follows:

§63.103 General compliance, reporting,
and recordkeeping provisions.
* * * * *

b***

(6) The owner or operator of a flexible
operation unit shall conduct all required
compliance demonstrations during
production of the primary product. The
owner or operator is not required to
conduct compliance demonstrations for
operating conditions during production
of a product other than the primary
product. Except as otherwise provided
in this subpart or in subpart G or
subpart H of this part, as applicable, the

owner or operator shall operate each
control device, recovery device, and/or
recapture device that is required or used
for compliance, and associated
monitoring systems, without regard for
whether the product that is being
produced is the primary product or a
different product. Except as otherwise
provided in this subpart, subpart G and/
or subpart H of this part, as applicable,
operation of a control device, recapture
device and/or recovery device required
or used for compliance such that the
daily average of monitored parameter
values is outside the parameter range
established pursuant to § 63.152(b)(2),
or such that the monitoring data show
operation inconsistent with the
monitoring plan established pursuant to
§63.120(d)(2) or §63.181(g)(1)(iv), shall
constitute a violation of the required
operating conditions.

* * * * *

Table 1 of Subpart F [Amended]

4. Table 1 of subpart F is amended by
removing the entry for acetaldol and its
associated CAS number and group
number.

[FR Doc. 98-12579 Filed 5-11-98; 8:45 am]
BILLING CODE 6560-50—P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300648; FRL-5787-8]
RIN 2070-AB78

Azoxystrobin; Pesticide Tolerances for
Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
time-limited tolerance for combined
residues of azoxystrobin or methyl (E)-
2-[2-[6-(2-cyanophenoxy)pyrimidin-4-
yloxy]phenyl]-3-methoxyacrylate) and
its Z isomer in or on cucurbits and
watercress . This action is in response
to EPA’s granting of an emergency
exemption under section 18 of the
Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA) authorizing
use of the pesticide on cucurbits and
watercress in several states. This
regulation establishes a maximum
permissible level for residues of
azoxystrobin in this food commodity
pursuant to section 408(1)(6) of the
Federal Food, Drug, and Cosmetic Act
(FFDCA), as amended by the Food
Quality Protection Act (FQPA) of 1996.
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The tolerance will expire and is revoked
on June 30, 1999.

DATES: This regulation is effective May
12, 1998. Objections and requests for
hearings must be received by EPA on or
before July 13, 1998.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300648],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300648], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1 file format
or ASCII file format. All copies of
objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300648]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Virginia Dietrich, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 308—-9359, e-mail:
dietrich.virginia@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: EPA, on
its own initiative, pursuant to section
408(e) and (I)(6) of the FFDCA, 21
U.S.C. 346a(e) and (1)(6), is establishing
a tolerance for combined residues of the

fungicide azoxystrobin and its Z isomer,
in or on cucurbits and watercress at 1.0
and 1.0 part per million (ppm). This
tolerance will expire and is revoked on
June 30, 1999. EPA will publish a
document in the Federal Register to
remove the revoked tolerance from the
Code of Federal Regulations.

I. Background and Statutory Authority

The FQPA (Pub. L. 104-170) was
signed into law August 3, 1996. FQPA
amends both the FFDCA, 21 U.S.C. 301
et seq., and FIFRA, 7 U.S.C. 136 et seq.
The FQPA amendments went into effect
immediately. Among other things,
FQPA amends FFDCA to bring all EPA
pesticide tolerance-setting activities
under a new section 408 with a new
safety standard and new procedures.
These activities are described below and
discussed in greater detail in the final
rule establishing the time-limited
tolerance associated with the emergency
exemption for use of propiconazole on
sorghum (61 FR 58135, November 13,
1996)(FRL-5572-9).

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.”” Section 408(b)(2)(A)(ii) defines
“safe’” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to ““ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that *“‘emergency conditions
exist which require such exemption.”
This provision was not amended by
FQPA. EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

Section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such

tolerances can be established without
providing notice or period for public
comment.

Because decisions on section 18-
related tolerances must proceed before
EPA reaches closure on several policy
issues relating to interpretation and
implementation of the FQPA, EPA does
not intend for its actions on such
tolerance to set binding precedents for
the application of section 408 and the
new safety standard to other tolerances
and exemptions.

1. Emergency Exemption for
Azoxystrobin on Cucurbits and
Watercress and FFDCA Tolerances

For watercress, copper hydroxide is
the only material registered for control
of Cercospora leaf spot disease. Several
applications of copper hydroxide are
required per season for adequate
control. Although copper hydroxide is
still effective at controlling Cercospora
leaf spot disease, due to the many
required applications, levels of copper
in soil and watercress plants have
reached phytotoxic levels. As a
consequence, in areas where watercress
has been grown for several years, yield
has been significantly reduced.

For cucurbits, azoxystrobin has been
requested for the control of gummy stem
blight and powdery mildew because
unusually wet and cloudy weather
conditions favor disease development.
Similar weather conditions in 1997
resulted in estimated production losses
of 68.4 and 36.2% in cantaloupe and
honeydews. Registered alternatives are
ineffective due to a combination of
weather and resistance factors.

EPA has authorized under FIFRA
section 18 the use of azoxystrobin on
cucurbits and watercress for control of
gummy stem blight on cucurbits and
Cercospora leaf spot disease in
watercress in several States. After
having reviewed the submission, EPA
concurs that emergency conditions exist
for these States.

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
azoxystrobin in or on cucurbits and
watercress. In doing so, EPA considered
the new safety standard in FFDCA
section 408(b)(2), and EPA decided that
the necessary tolerance under FFDCA
section 408(l)(6) would be consistent
with the new safety standard and with
FIFRA section 18. Consistent with the
need to move quickly on the emergency
exemption in order to address an urgent
non-routine situation and to ensure that
the resulting food is safe and lawful,
EPA is issuing this tolerance without
notice and opportunity for public
comment under section 408(e), as
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provided in section 408(1)(6). Although
this tolerance will expire and is revoked
on June 30, 1999, under FFDCA section
408(I)(5), residues of the pesticide not in
excess of the amounts specified in the
tolerance remaining in or on cucurbits
and watercress after that date will not be
unlawful, provided the pesticide is
applied in a manner that was lawful
under FIFRA, and the residues do not
exceed a level that was authorized by
this tolerance at the time of that
application. EPA will take action to
revoke this tolerance earlier if any
experience with, scientific data on, or
other relevant information on this
pesticide indicate that the residues are
not safe.

Because this tolerance is being
approved under emergency conditions
EPA has not made any decisions about
whether azoxystrobin meets EPA’s
registration requirements for use on
cucurbits and watercress or whether a
permanent tolerance for this use would
be appropriate. Under these
circumstances, EPA does not believe
that this tolerance serves as a basis for
registration of azoxystrobin by a State
for special local needs under FIFRA
section 24(c). Nor does this tolerance
serve as the basis for any State other
than the approved States to use this
pesticide on this crop under section 18
of FIFRA without following all
provisions of section 18 as identified in
40 CFR part 166. For additional
information regarding the emergency
exemption for azoxystrobin, contact the
Agency’s Registration Division at the
address provided above.

I11. Risk Assessment and Statutory
Findings

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects

(the “‘no-observed effect level” or
“NOEL™).

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a “safety factor’) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOEL from the appropriate animal
study. Commonly, EPA finds MOEs
lower than 100 to be unacceptable. This
100-fold MOE is based on the same
rationale as the 100-fold uncertainty
factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure

that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute,” “short-term,” “intermediate
term,” and ‘““‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
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considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a “worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model

for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroup
(nonursing infants (<1 year old)) was not
regionally based.

IV. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action,
EPA has sufficient data to assess the
hazards of azoxystrobin and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
time-limited tolerance for combined
residues of azoxystrobin and its Z
isomer) on cucurbits and watercress at
1.0 and 1.0 ppm. EPA’s assessment of
the dietary exposures and risks
associated with establishing the
tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects and The Agency’s selection
of toxicological endpoints upon which
to assess risk caused by azoxystrobin are
discussed below.

1. Acute toxicity. The Agency
evaluated the existing toxicology
database for azoxystrobin and did not
identify an acute dietary endpoint.
Therefore, a risk assessment is not
required.

2. Short - and intermediate - term
toxicity. The Agency evaluated the
existing toxicology database for short-
and intermediate-term dermal and
inhalation exposure and determined
that this risk assessment is not required.
[Note: From a 21-day dermal toxicity
study the NOEL was 1,000 mg/kg/day at
the highest dose tested (Acute
inhalation toxicity category IlI).

3. Chronic toxicity. EPA has
established the RfD for azoxystrobin at
0.18 milligrams/kilogram/day (mg/kg/
day). This RfD is based on a chronic
toxicity study in rats with a NOEL of
18.2 mg/kg/day. Reduced body weights
and bile duct lesions were observed at

the lowest-effect-level (LEL) of 34 mg/
kg/day. An Uncertainty Factor (UF) of
100 was used to account for both the
interspecies extrapolation and the
intraspecies variability.

4. Carcinogenicity. The HED RfD/Peer
Review Committee (November 7, 1996)
determined that azoxystrobin should be
classified as ‘““Not Likely”’ to be a human
carcinogen according to the proposed
revised Cancer Guidelines. This
classification is based on the lack of
evidence of carcinogenicity in long-term
rat and mouse feeding studies.

B. Exposures and Risks

1. From food and feed uses.
Permanent tolerances have been
established (40 CFR 180.507(a)) for the
combined residues of azoxystrobin and
its Z isomer, in or on a variety of raw
agricultural commodities at levels
ranging from 0.01 ppm in pecans to 1.0
ppm in grapes. In addition, time-limited
tolerances have been established (40
CFR 180.507(b) at levels ranging from
0.006 ppm in milk to 20 ppm in rice
hulls) in conjunction with previous
Section 18 requests. Risk assessments
were conducted by EPA to assess
dietary exposures and risks from
azoxystrobin as follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a one day or single exposure. The
Agency did not conduct an acute risk
assessment because no toxicological
endpoint of concern was identified
during review of available data.

ii. Chronic exposure and risk. In
conducting this chronic dietary risk
assessment, HED has made very
conservative assumptions -- 100% of
cucurbits, watercress and all other
commodities having azoxystrobin
tolerances will contain azoxystrobin
residues and those residues would be at
the level of the tolerance -- which result
in an overestimation of human dietary
exposure. Thus, in making a safety
determination for this tolerance, HED is
taking into account this conservative
exposure assessment.

The existing azoxystrobin tolerances
(published, pending, and including the
necessary Section 18 tolerance(s)) result
in a Theoretical Maximum Residue
Contribution (TMRC) that is equivalent
to the following percentages of the RfD:

Population Sub-Group

TMRC (mg/kg/

day) % RFD

U.S. Population (48 States)

0.002 1%
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Population Sub-Group TMR(éa(Sg/kg/ % RFD
Nursing Infants (<1 year old) 0.004 2%
Non-Nursing Infants (<1 year old) 0.009 5%
Children (1-6 years old) 0.005 3%
Children (7-12 years old) 0.003 2%
Hispanics 0.003 2%
Non-Hispanics Others 0.005 3%
U.S. Population (summer season) 0.003 2%
Females (13-19, not preg or nursing) 0.002 1%

The subgroups listed above are: (a) the
U.S. population (48 states); (b) those for
infants and children; (c) females (13-19
years old, not pregnant or nursing); and,
(d) the other subgroups for which the
percentage of the RfD occupied is
greater than that occupied by the
subgroup U.S. population (48 states).

2. From drinking water. There is no
established Maximum Contaminant
Level for residues of azoxystrobin in
drinking water. No health advisory

levels for azoxystrobin in drinking water
have been established.

i. Acute exposure and risk. An
assessment was not appropriate since no
toxicological endpoint of concern was
identified during review of the available
data.

ii. Chronic exposure and risk. Based
on the chronic dietary (food) exposure
estimates, chronic drinking water levels
of concern (DWLOC) for azoxystrobin
were calculated and are summarized in
Table 1. Estimated environmental

concentrations (EECs) using GENEEC for
azoxystrobin on bananas, grapes,
peaches, peanuts, pecans, tomatoes, and
wheat are listed in SWAT Team Second
Interim Report (6/20/97). The highest
EEC for azoxystrobin in surface water is
from the application of azoxystrobin on
grapes (39 pg/L) and is substantially
lower than the DWLOCs calculated.
Therefore, chronic exposure to
azoxystrobin residues in drinking water
do not exceed the Agency’s level of
concern.

Table 1. Drinking Water Levels of Concern

TMRC [Food Exposure] Max Water Exposurel
RfD (mg/kg/day) (mglkg/day) (mg/kg/day) DWLOC 234 (ug/L)
U.S. Population (48 States) .............. 0.18 0.00231 0.178 6200
Females (13+ years old, not preg-
nant or NUISING) .....cccoeverveeneeiineens 0.18 0.00176 0.178 5300
Non-nursing Infants (< 1 year old) ... 0.18 0.00879 0.171 1700

1 Maximum Water Exposure (mg/kg/day) = RfD (mg/kg/day) - TMRC from DRES (mg/kg/day)
2 DWLOC(ug/L) = Max water exposure (mg/kg/day) * body wt (kg) /[(10-3 mg/ug)*water consumed daily (L/day)]
3 HED Default body wts for males, females, and children are 70 kg, 60 kg, and 10 kg respectively.

4 HED Default Daily Drinking Rates are 2 L/Day for Adults and 1 L/Day for children

3. From non-dietary exposure.
Azoxystrobin is not currently registered
for use on residential non-food sites.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Azoxystrobin is related to the naturally
occurring strobilurins. There are no
other members of this class of
fungicides registered with the Agency.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information’ concerning the cumulative
effects of a particular pesticide’s
residues and “‘other substances that
have a common mechanism of toxicity.”
The Agency believes that ‘“‘available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining

whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency'’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common

mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
azoxystrobin has a common mechanism
of toxicity with other substances or how
to include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
azoxystrobin does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that azoxystrobin has a
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common mechanism of toxicity with
other substances.

C. Aggregate Risks and Determination of
Safety for U.S. Population

1. Chronic risk. Using the
conservative TMRC exposure
assumptions described above, and
taking into account the completeness
and reliability of the toxicity data, HED
has estimated the exposure to
azoxystrobin from food will utilize 1%
of the RfD for the U.S. population. HED
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to azoxystrobin in drinking
water, HED does not expect the
aggregate exposure to exceed 100% of
the RfD. Under current HED guidelines,
the registered non-dietary uses of
azoxystrobin do not constitute a chronic
exposure scenario. HED concludes that
there is a reasonable certainty that no
harm will result from chronic aggregate
exposure to azoxystrobin residues. EPA
concludes that there is a reasonable
certainty that no harm will result from
aggregate exposure to azoxystrobin
residues.

2. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. This risk assessment is not
applicable since no indoor and outdoor
residential exposure uses are currently
registered for azoxystrobin.

D. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children— In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
azoxystrobin, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a 2-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure during
gestation. Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless

EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. EPA believes that reliable data
support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability)) and not the additional
tenfold MOE/uncertainty factor when
EPA has a complete data base under
existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard MOE/safety factor.

2. Developmental toxicity studies—i.
Rabbit. In the developmental toxicity
study in rabbits, developmental NOEL
was 500 mg/kg/day, at the highest dose
tested (HDT). Because there were no
treatment-related effects, the
developmental LEL was >500 mg/kg/
day. The maternal NOEL was 150 mg/
kg/day. The maternal LEL of 500 mg/kg/
day was based on decreased body
weight gain during dosing.

ii. Rat. In the developmental toxicity
study in rats, the maternal (systemic)
NOEL was not established. The
maternal LEL of 25 mg/kg/day at the
lowest dose tested (LDT) was based on
increased salivation. The developmental
(fetal) NOEL was 100 mg/kg/day (HDT).

3. Reproductive toxicity study— i.
Rat. In the reproductive toxicity study
(MRID #43678144) in rats, the parental
(systemic) NOEL was 32.3 mg/kg/day.
The parental LEL of 165.4 mg/kg/day
was based on decreased body weights in
males and females, decreased food
consumption and increased adjusted
liver weights in females, and
cholangitis. The reproductive NOEL was
32.3 mg/kg/day. The reproductive LEL
of 165.4 mg/kg/day was based on
increased weanling liver weights and
decreased body weights for pups of both
generations.

ii. Pre- and post-natal sensitivity. The
pre- and post-natal toxicology data base
for azoxystrobin is complete with
respect to current toxicological data
requirements. The results of these
studies indicate that infants and
children are not more sensitive to
exposure, based on the results of the rat
and rabbit developmental toxicity
studies and the 2-generation
reproductive toxicity study in rats. The
additional 10X safety factor to account
for sensitivity of infants and children
was removed by an ad hoc FQPA Safety
Factor Committee.

iii. Conclusion. The results of these
studies indicate that infants and
children are not more sensitive to
exposure, based on the results of the rat
and rabbit developmental toxicity
studies and the 2-generation
reproductive toxicity study in rats. The
additional 10X safety factor to account
for sensitivity of infants and children
was removed by an ad hoc FQPA Safety
Factor Committee.

4. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to azoxystrobin
from food will utilize 2 to 5% of the RfD
for infants and children. EPA generally
has no concern for exposures below
100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to azoxystrobin in drinking
water and from non-dietary, non-
occupational exposure, EPA does not
expect the aggregate exposure to exceed
100% of the RfD. EPA concludes that
there is a reasonable certainty that no
harm will result to infants and children
from aggregate exposure to azoxystrobin
residues.

V. Other Considerations

A. Metabolism In Plants and Animals

The nature of the residue in grapes is
adequately understood. The residue of
concern in grapes is parent azoxystrobin
and its Z isomer. The qualitative nature
of the residue in wheat is adequately
understood. Again, the major residues
are azoxystrobin and the Z isomer in
wheat metabolism studies. These data
are being translated for watercress for
this emergency exemption.

The qualitative nature of the residue
in animals is adequately understood for
the purposes of this Section 18 request.
A ruminant metabolism study has been
submitted, however the animal
metabolism data have not been
reviewed by the Office of Pesticide
Program’s Metabolism Assessment
Review Committee. The residues of
concern in ruminants appears to be
different from that of plants.
Unidentified metabolite compounds,
designated metabolites 2, 20, and 28,
appear to be the major components of
the residue in ruminant tissues. For the
purposes of these time-limited
tolerances for emergency exemptions
only, the residues of concern in animal
tissues are azoxystrobin and its Z-
isomer.
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B. Analytical Enforcement Methodology

A method (SOP RAM 243/03, GLC/
NPD) to determine residues of
azoxystrobin and its Z isomer in banana,
peach, peanut, tomato, and wheat
commodities has been submitted. This
method has been independently
validated as per PR Notice 88-5. An
Agency validation of this method is
pending. The Agency concludes this
method is adequate for enforcement of
the requested Section 18 tolerances on
plant commodities.

GLC/NPD method RAM 255/01 is
adequate for collection of residue data
for azoxystrobin in animal commodities.
Adequate independent method
validation and concurrent method
recovery data have been submitted.
Method SOP RAM 255/01 has been
submitted for Agency method
validation. The Agency concludes this
method is adequate for enforcement of
the necessary Section 18 tolerances on
livestock commodities.

C. Magnitude of Residues

Residues of azoxystrobin and its Z
isomer are not expected to exceed 1.0
ppm in/on cucurbits or watercress as a
result of this Section 18 use. Time-
limited tolerances should be established
at this level.

D. Rotational Crop Restrictions

Rotational crop data were previously
submitted. Based on this information, a
45 day plantback interval is appropriate
for all crops.

E. International Residue Limits

There are no CODEX, Canadian, or
Mexican Maximum Residue Limits
(MRL) for azoxystrobin on cucurbits or
watercress. Thus, harmonization is not
an issue for these section 18 requests.

V1. Conclusion

Therefore, the tolerance is established
for combined residues of azoxystrobin
and its Z isomer in cucurbits and
watercress at 1.0 and 1.0 ppm.

VII. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ““‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use

those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by July 13, 1998, file
written objections to any aspect of this
regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VIII. Public Docket

EPA has established a record for this
rulemaking under docket control
number [OPP-300648] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information

Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Highway, Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

IX. Regulatory Assessment
Requirements

This final rule establishes a tolerance
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title 11 of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established under
FFDCA section 408 (1)(6), such as the
tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
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Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. Nevertheless, the
Agency has previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
actions published on May 4, 1981 (46
FR 24950), and was provided to the
Chief Counsel for Advocacy of the Small
Business Administration.

X. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides

that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: April 27, 1998.
James Jones,

Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180-[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

2. Section 180.507 is amended in
paragraph (b) by alphabetically adding
the following commodities to the table
to read as follows:

§ 180.507 Azoxystrobin; tolerances for
residues.
* * * * *

(b) * * *

Commodity Parts per million Expiration/Revocation Date
* * * * * * *
CUCUIDIES ©otiiiie ettt e e e e s et e e e e e s e arnraeeae e s 1.0 6/30/99
WVBLEICIESS .iiiiiiiiiiiiiiiieittteeeeeteeeaaeatsstbaatbe st basbaasbaasbsaesaaebasssassssssansnnsnnnnnn 1.0 6/30/99

* * * * *

[FR Doc. 98-12578 Filed 5-11-98; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300647; FRL-5787-7]
RIN 2070-AB78

Myclobutanil; Pesticide Tolerance.

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
tolerance for the fungicide myclobutanil
[alpha-butyl-alpha-(4-chlorophenyl)-1H-
1,2,4-triazole-1-propanenitrile] and its
metabolite alpha-(3-hydroxybutyl)-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile (free and
bound) in or on bananas (post-harvest).
Rohm and Haas Company requested this
tolerance under the Federal Food, Drug
and Cosmetic Act (FFDCA), as amended
by the Food Quality Protection Act of
1996 (FQPA) (Pub. L. 104-170).

DATES: This regulation is effective May
12, 1998. Objections and requests for

hearings must be received by EPA on or
before July 13, 1998.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300647],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled *“Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300647], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be

submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1 or 6.1 file
format or ASCII file format. All copies
of objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300647]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Mary L. Waller, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, Rm 247, 1921 Jefferson Davis
Hwy., Arlington, VA, (703) 308-9354, e-
mail: waller.mary@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: In the
Federal Register of August 1, 1997 (62
FR 41379)(FRL-5732-4), EPA, issued a
notice pursuant to section 408 of the
Federal Food, Drug, and Cosmetic Act
(FFDCA), 21 U.S.C. 346a(e) announcing
the filing of pesticide petition (PP)
2E4141 for a tolerance by Rohm and
Haas Company, 100 Independence Mall
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West, Philadelphia, PA 19106-2399.
This notice included a summary of the
petition prepared by Rohm and Haas
Company, the registrant. There were no
comments received in response to the
notice of filing.

The petition requested that 40 CFR
180.443 be amended by establishing a
tolerance for combined residues of the
fungicide myclobutanil [alpha-butyl-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile] and its
metabolite alpha-(3-hydroxybutyl)-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile (free and
bound) in or on bananas (post-harvest)
at 4.0 parts per million (ppm).

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.”” Section 408(b)(2)(A)(ii) defines
“safe’” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.”” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. ...”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects

(the “no-observed effect level” or
“NOEL™).

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a “safety factor’) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOEL from the appropriate animal
study. Commonly, EPA finds MOEs
lower than 100 to be unacceptable. This
100-fold MOE is based on the same
rationale as the 100-fold uncertainty
factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure

that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute,” “short-term,” “intermediate
term,” and ‘“‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
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considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children.The TMRC is a “worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most

highly exposed population subgroup
was not regionally based.

1l. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action.
EPA has sufficient data to assess the
hazards of myclobutanil and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
tolerance for myclobutanil [alpha-butyl-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile] and its
metabolite alpha-(3-hydroxybutyl)-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile (free and
bound) on bananas (post-harvest) at 4.0
ppm. EPA’s assessment of the dietary
exposures and risks associated with
establishing the tolerance follows.

A. Toxicological Data Base

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by myclobutanil are
discussed below.

1. Acute studies. The primary eye
irritation for the technical is classified
as toxicity category I. All other acute
studies on the technical were classified
as either toxicity category Il or IV.
There was a positive sensitizing
reaction.

2. Subchronic toxicity testing— i.
Rats. A subchronic feeding study in rats
was conducted for 13 weeks. The NOEL
was determined to be 1,000 ppm and
the lowest observed effect level (LOEL)
was 3,000 ppm based on increased liver
and kidney weights, hypertrophy and
necrosis in the liver, pigmentation in
convoluted kidney tubules and
vacuolated adrenal cortex.

ii. Dogs. A subchronic feeding study
in dogs conducted for 13 weeks resulted
in a NOEL of 10 ppm and an LOEL of
200 ppm. Technical myclobutanil was
tested at 0, 10, 200, 800, and 1,600 ppm
(0, 0.34, 7.26, 29.13, and 56.80
milligrams/kilogram (mg/kg)/day for
males and 0, 0.42, 7.88, 32.43 and 57.97
mg/kg/day for females). At 200 ppm,
and above, hepatocellular centrilobular
or midzonal hypertrophy was observed
in males. At 800 ppm and above, the
same effect was observed in females. In
addition, increases in alkaline
phosphatase, in absolute liver weights

in both sexes and in relative liver
weights in males were observed. At
1,600 ppm, all the previous effects plus
increases in relative liver weights in
females, a suggestion of mild red cell
destruction or mild anemia, and
decreases in body weight and food
consumption (possibly related to
palatability) were observed.

Subchronic dermal studies using a
40% active ingredient (ai) formulation
(40WP) and a 24.99% emulsifiable
concentrate formulation (2EC) of
myclobutanil conducted in rats resulted
in a NOEL for systemic effects of <100
mg ai/kg/day, a NOEL for skin irritation
of 10 mg ai/kg/day and an LEL of 100
mg ai/kg/day. The 2EC was applied at
either 1, 10 or 100 mg ai/kg and the
40WP applied at 100 mg ai/kg once per
day for a total of 19-20 treatments over
a 4 week period. No systemic effects
were observed at any dose level for
either formulation. Microscopic
changes, indicating irritation, were
observed in the skin.

3. Chronic toxicity studies. A 1-year
dog feeding study was conducted using
doses of 0, 10, 100, 400 and 1,600 ppm
(equivalent to doses of 0, 0.34, 3.09,
14.28 and 54.22 mg/kg body weight
(bwt)/day in males and 0, 0.40, 3.83,
15.68 and 58.20 mg/kg bwt/day in
females). The NOEL is 100 ppm (3.09
mg/kg/day for males and 3.83 mg/kg/
day for females) based upon
hepatocellular hypertrophy, increases in
liver weights, “ballooned” hepatocytes
and increases in alkaline phosphatase,
SGPT and GGT, and possible slight
hematological effects. The LOEL is 400
ppm (14.28 mg/kg/day for males and
15.68 mg/kg/day for females).

4. Carcinogenicity— i. Mice. A
carcinogenicity study in mice was
conducted by administering 90.4% ai
test material in the diet at 0, 20, 100, or
500 ppm (0, 2.7, 13.7 or 70.2 mg/kg/day
for males and 0, 3.2, 16.5, or 85.2 mg/
kg/day for females) for 24 months. The
NOEL was determined to be 100 ppm
(systemic) and the LOEL was 500 ppm
(systemic) based on increased MFO
(male and female), increased SGPT
(male) and increased absolute and
relative liver weights (male and female,
increased incidences and severity of
centrilobular hepatocytic hypertrophy,
Kupffer cell pigmentation, periportal
punctate vacuolation and individual
hepatocellular necrosis (male), and
increased incidences of focal
hepatocellular alterations and
multifocal hepatocellular vacuolation
(male and female). In this test, dose
levels in females was not high enough.
In the following test, higher doses were
tested (2,000 ppm; 393.5 mg/kg/day). No
carcinogenic effects were observed.
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A carcinogenicity study in mice was
conducted for 18 months in which
myclobutanil technical (92.9% ai) was
administered in the diet at 0 and 2,000
ppm (393.5 mg/kg/day). No NOEL was
established. The LOEL was 2,000 ppm
(393.5 mg/kg/day) based on decreases in
body weight and body weight gain,
increases in liver weights,
hepatocellular vacuolation, necrosis of
single hypertrophied hepatocytes,
yellow-brown pigment in the Kupffer
cells and cytoplasmic eosinophilia and
hypertrophy of the cells of the zona
fasciculata area of the adrenal cortex.
Myclobutanil was not carcinogenic
under the conditions of the study.

ii. Rats. A carcinogenicity study in
rats was conducted by administering
technical myclobutanil (92.9% ai) in the
diet at doses of 0 and 2,500 ppm (125
mg/kg/day). No NOEL was established
(refer to next study). The LOEL was
2,500 ppm based on testicular atrophy
and decreases in testes weights,
increases in the incidences of
centrilobular to midzonal hepatocellular
enlargement and vacuolization in the
liver of both sexes, increases in bilateral
aspermatogenesis in the testes, increases
in the incidence of hypospermia and
cellular debris in the epididymides, and
increased incidence of arteritis/
periarteritis in the testes. No
carcinogenic effects were observed.

A chronic feeding/carcinogenicity
study was conducted in rats. Technical
(90.4% and 91.4% pure) myclobutanil
was administered in the diet for 24
months at 25/35/50, 100/140/200 and
400/560/800 ppm (2 weeks/2 weeks/to
termination; 0, 2.49, 9.84 or 39.21 mg/
kg/day for males; 0, 3.23, 12.86, or 52.34
mg/kg/day for females). The NOEL was
2.49 mg/kg/day and the LOEL was 9.84
mg/kg/day based on a decrease in testes
weights and increase in testicular
atrophy. Dosage rates were not high
enough (refer to previous study). No
carcinogenic effects were observed.

5. Developmental toxicity— i. Rabbits.
A teratology study was conducted in
rabbits at doses of 0, 20, 60 or 200 mg
ai/kg/day (technical myclobutanil,;
90.4% ai) administered by oral gavage
on days 7-19 of gestation which resulted
in a maternal NOEL of 60 mg/kg/day
and a maternal LOEL of 200 mg/kg/day
based on reduced body weight and body
weight gain during the dosing period
and clinical signs of toxicity and
possibly abortions. The developmental
NOEL was 60 mg/kg/day and the
developmental LOEL was 200 mg/kg/
day based on increases in number of
resorptions, decreases in litter size and
decrease in the viability index.

ii. Rats. In a teratology study, rats
were treated with dosages of 0, 31.26,

93.77, 312.58 and 468.87 mg/kg/day by
oral gavage from gestation days 6-15.
The maternal NOEL was 93.8 mg/kg/day
and the maternal LOEL was 312.6 mg/
kg/day based on observation of rough
hair coat and salivation at 312.6 mg/kg/
day and salivation, alopecia,
desquamation and red exudate around
mouth at 468.87 mg/kg/day. The
developmental NOEL was 93.8 mg/kg/
day. The developmental LOEL was
312.6 mg/kg/day based on increased
incidences of 14th rudimentary and 7th
cervical ribs.

6. Reproductive toxicity. A 2-
generation rat reproduction study was
conducted with dosage rates of 0, 50,
200 and 1,000 ppm (equivalent to 0, 2.5,
10 and 50 mg/kg/day). The parental
(systemic) NOEL was 50 ppm (2.5 mg/
kg/day) and the parental (systemic)
LOEL was 200 ppm (10 mg/kg/day)
based on hepatocellular hypertrophy
and increases in liver weights. The
reproductive toxicity NOEL was 200
ppm (10 mg/kg/day) and reproductive
toxicity LOEL was 1,000 ppm (50 mg/
kg/day) based on an increased incidence
in the number of stillborns and atrophy
of the testes, epididymides and prostate.
The developmental NOEL was 200 ppm
(10 mg/kg/day) and the developmental
LOEL was 1,000 ppm (50 mg/kg/day)
based on a decrease in pup body weight
gain during lactation.

7. Mutagenicity. A reverse mutation
assay (Ames), point mutation in CHO/
HGPRT cells, in vitro and in vivo
(mouse) cytogenetic assays,
unscheduled DNA synthesis and a
dominant lethal mutation study in rats,
were conducted, all of which were
negative for mutagenic effects.

8. Metabolism— i. Mice. A
metabolism study in mice demonstrated
that myclobutanil was rapidly absorbed
and excreted. It was completely
eliminated by 96 hours. The chemical
was extensively metabolized prior to
excretion with metabolic patterns
similar for both sexes. Disposition and
metabolism after pulse administration is
linear over the dose range.

ii. Rats. In a metabolism study in rats,
myclobutanil was completely and
rapidly absorbed. It was extensively
metabolized and rapidly and essentially
completely excreted. Elimination of
label from plasma was biphasic and
evenly distributed between urine and
feces. There was no tissue accumulation
after 96 hours.

In another metabolism study in rats,
at least 7 major metabolites of
myclobutanil were recovered and
identified. The highest amounts of
radioactivity were found in the liver,
kidneys, and large and small intestines.
There was no tissue accumulation.

9. Neurotoxicity. There have been no
clinical neurotoxic signs or other types
of neurotoxicity observed in any of the
evaluated toxicology studies. The
Hazard ID Assessment Review
Committee did not recommend that a
developmental neurotoxicity study be
required for myclobutanil. The
following information was considered
in the weight-of-evidence evaluation:

i. Myclobutanil does not appear to be
a neurotoxic chemical.

ii. The toxicology profile for this
chemical did not indicate that there
were any treatment-related effects on
the central or peripheral nervous
system. No acute or subchronic
neurotoxicity studies in rats or delayed
neuropathy studies in chickens were
available for review so there was no
evaluation of the nervous system
following perfusion.

iii. No evidence of developmental
anomalies of the fetal nervous system
were observed in the prenatal
developmental toxicity studies in either
rats or rabbits at maternally toxic oral
doses up to 468.9 and 200 mg/kg/day,
respectively.

10. Other toxicological
considerations. Myclobutanil has a
complete data base and no other
toxicological concerns have been
identified in the evaluated studies.

B. Toxicological Endpoints

1. Acute toxicity. EPA has determined
that data do not indicate the potential
for adverse effects after a single dietary
exposure.

2. Short - and intermediate - term
toxicity. EPA has determined that when
short- and intermediate-term risk
assessments are appropriate for
occupational and residential routes of
exposure, the following should be used.
OPP recommended that the NOEL of
100 mg/kg/day, taken from the 28-day
dermal toxicity study in rats, be used for
the short-term dermal MOE
calculations. This dose level was the
highest tested in the study. For
intermediate-term MOE calculations,
OPP recommended using the NOEL of
10 mg/kg/day from the 2-generation rat
study. Effects seen at the LOEL in this
study (50 mg/kg/day) were decreases in
pup body weight, an increased
incidence in number of stillborns, and
atrophy of the prostate and testes.

3. Chronic toxicity. EPA has
established the RfD for myclobutanil at
0.025 mg/kg/day. This RfD is based on
[the chronic feeding study in rats with
a NOEL of 2.5 mg/kg/day and an
uncertainty factor of 100. There was
testicular atrophy at the lowest observed
effect level (LOEL) of 9.9 mg/kg/day.
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4. Carcinogenicity. Using its
Guidelines for Carcinogen Risk
Assessment published September 24,
1986 (51 FR 33992), EPA has classified
myclobutanil as a Group E chemical--
““no evidence of carcinogenicity for
humans’’--based on the results of
carcinogenicity studies in two species.
The doses tested are adequate for
identifying a cancer risk.

B. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.443) for myclobutanil [alpha-
butyl-alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile] and its
metabolite alpha-(3-hydroxybutyl)-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile (free and
bound) in or on a variety of raw
agricultural commodities. Commodities
include: almonds, apples, cherries,
cotton seed, grapes, stone fruits (except
cherries) and tolerances for meat, milk,
poultry and eggs. In today’s action, a
tolerance will be established for
combined residues of myclobutanil and
its metabolite in or on bananas (post-
harvest) at 4.0 ppm. Risk assessments
were conducted by EPA to assess
dietary exposures and risks from
myclobutanil as follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a one day or single exposure. The
Toxicology Endpoint Selection
Committee did not identify an acute
dietary toxicological endpoint and
stated that an acute dietary risk
assessment is not required.

ii. Chronic exposure and risk. In
conducting the chronic dietary (food
only) risk assessment, EPA has made
several very conservative assumptions.
With the exceptions of bananas for
which a level representing residues in
pulp rather than the whole banana was
used and selected commaodities which
were corrected for percent crop treated,
all commodities having myclobutanil
tolerances will contain myclobutanil
and metabolite residues and those
residues will be at the levels of the
established tolerances. For bananas, the
level of 0.8 ppm was used in the dietary
risk assessment rather than the
proposed tolerance of 4.0 ppm since
residues in the pulp will not exceed 0.8
ppm. Percent crop-treated estimates
were utilized for selected commodities
included in the assessment. Thus, in
making a safety determination for this
tolerance, EPA is taking into account
this partially refined exposure
assessment.

Section 408(b)(2)(F) states that the
Agency may use data on the actual
percent of food treated for assessing
chronic dietary risk only if the Agency
can make the following findings: (a) that
the data used are reliable and provide a
valid basis for showing the percentage
of food derived from a crop that is likely
to contain residues; (b) that the
exposure estimate does not
underestimate the exposure for any
significant subpopulation and; (c) where
data on regional pesticide use and food
consumption are available, that the
exposure estimate does not understate
exposure for any regional population. In
addition, the Agency must provide for
periodic evaluation of any estimates
used. To provide for the periodic
evaluation of these estimates of percent
food treated as required by the section
408(b)(2)(F), EPA may require
registrants to submit data on percent
crop treated.

As indicated above, the Agency is
required to determine the reliability of
the percent crop-treated data. Percent
crop-treated estimates are derived from
federal and private market survey data.
Typically, a range is assumed for the
exposure assessment. By using this
upper end estimate, the Agency is
reasonably certain that the exposure is
not understated for any significant
population sub-group. Additionally, the
DRES (Dietary Risk Evaluation System)
modeling used in estimating chronic
dietary risk uses regional consumption
groups that are geographically based
regions of the United States. None of
these subgroups exceeded the Agency’s
level of concern.

The existing myclobutanil tolerances
(published, pending, and including the
necessary Section 18 tolerances) for
crops other than bananas and the
anticipated residues on bananas result
in an Anticipated Residue Contribution
(ARC) that is equivalent to the following
percentages of the RfD.

Population Subgroup %RfD
U.S. Population (48

states) 17
Nursing Infants (<1 year

old) 25
Non-nursing Infants (<1

year old) 75
Children (1-6 years old) 46
Children (7-12 years old) 28
Northeast Region 18
Western Region 19
Hispanics 20
Non-Hispanic Others 18

The subgroups listed above are: (a) the
U.S. population (48 states), (b) those for
infants and children, and (c) the other
subgroups for which the percentage of

the RfD occupied is greater than that
occupied by the subgroup U.S.
population (48 states).

2. From drinking water. Based on
information in the EFED (Environmental
Fate and Effects Division) One-Liner
Database, myclobutanil is persistent and
not considered mobile in soils with the
exception of sandy soils. Data are not
available for its metabolite. There is no
established Maximum Contaminant
Level for residues of myclobutanil in
drinking water. No Health Advisory
Levels for myclobutanil in drinking
water have been established. The
“Pesticides in Groundwater Database”
has no information concerning
myclobutanil. Estimates of ground and
surface water concentrations for
myclobutanil were determined based on
the label rate of 0.65 Ibs. a.i./acre and
assuming 15 applications per season.
Although the requested tolerance is for
bananas, these estimates were based on
turf since it would more realistically
estimate the concentrations in water.
The surface water numbers are based on
the results of a Generic Environmental
Concentration (GENEEC) model. The
ground water numbers are based on a
screening tool, SCI-GROW, which tends
to overestimate the true concentration in
the environment. For acute effects, the
surface water EEC was determined to be
0.14596 ppm or mg/L (maximum initial
concentration). For chronic effects the
surface water EEC was 0.1186 ppm or
mg/L (average 56-day concentration).
Current policy allows the 90/56-day
GENEEC value to be divided by 3 to
obtain a value for chronic risk
assessment calculations. Therefore, the
surface water value for use in the
chronic risk assessment would be 0.04
ppm or mg/L.

i. Acute exposure and risk. The
Toxicology Endpoint Selection
Committee did not identify an acute
dietary toxicological endpoint and
stated than an acute dietary risk
assessment is not required.

ii. Chronic exposure and risk. Chronic
exposure is calculated based on surface
water. Chronic exposure from ground
water is lower. Chronic exposure (mg/
kg/day) is calculated by multiplying the
concentration in water in mg/L by the
daily consumption (2L/day for male and
female adults and 1L/day for children)
and dividing this figure by average
weight (70 kg for males, 60 kg for
females and 10 kg for children). For
adult males, exposure is 1.1 x 10-3 mg/
kg/day; for adult females, 1.3 x 10-3 mg/
kg/day; and for children, 4.0 x 10-3 mg/
kg/day. Chronic risk (non-cancer) from
surface water was calculated to be 4.4%
of the Rfd for males, 5.2% for females
and 16% for children.
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3. From non-dietary exposure.
Myclobutanil is currently registered for
use on the following non-food sites:
outdoor residential and greenhouse use
on annuals and perennials, turf, shrubs,
trees and flowers.

i. Acute exposure and risk. An acute
toxicological endpoint was not
identified for myclobutanil.

ii. Chronic exposure and risk. HED
has determined that these uses do not
constitute a chronic exposure scenario,
but may constitute a short- to
intermediate-term exposure scenario.

iii. Short- and intermediate-term
exposure and risk. The home use of
myclobutanil on turf has the greatest
potential for exposure and was used in
estimating short-term risk. HED
concluded that residential intermediate-
term exposure is not expected for
handlers or persons re-entering treated
areas. Fungicide use on home lawns is
limited, restricted to certain parts of the
country, and considered to be a “‘rare,
extra treatment” in homeowner Do-It-
Yourself programs. The end-point
selected for short-term risk assessment
is from a 28-day dermal study in rats;
this dosing duration is expected to
adequately reflect the typical human
exposures for this use. Maximum
application rates are calculated from the
use directions on the label. Typical
lawn size of 13,000 ft2 is used in place
of the high-end lawn default value of
20,000 ft2. Post-application exposure
estimates assume that 10% of the
application rate is available as
dislodgeable residue since the label
states that the product is not washed
away by rain or sprinklers.

Currently there is no use/usage
information source available to HED for
residential end-use products. Therefore,
pertinent information is unknown and
assumptions are made for parameters
such as: amount of product applied,
how often treatment is actually
required; the number of applications
that are typically made; whether
applications are generally spot or full
lawn treatments, etc. Similarly, a
number of assumptions and best
estimates are made in assessing post-
application exposure, including: the
duration and degree of activity in the
treated area by children and adults; the
amount of product available to dislodge
and transfer to the skin during activity;
and the amount of product dissipation
over time.

HED determined that there is
potential for intermittent short-term
exposures to homeowners associated
with typical end-product use of
myclobutanil. Three exposure scenarios
with the greatest potential for exposure
are considered for application to home

lawns: (a) loading and application of
granular product by hand held rotary
granular spreader; (b) mixing, loading
and application of a soluble concentrate
product by low pressure handwand
sprayer; and (c) mixing, loading, and
application of a soluble concentrate
product by garden hose-end sprayer.
Short-term dermal exposure
assessments using the “Pesticide
Handlers Exposure Database’ surrogate
data and risk calculations for
homeowners resulted in a short-term
MOE of 460 for scenario 1, 260 for
scenario 2 and 890 for scenario 3.

There is also the potential for post-
application homeowner exposure
following applications to lawn and
garden sites. There are no chemical-
specific data to use in assessing these
potential exposures. Post-application
exposure is estimated and risk
assessments performed using typical
transfer coefficients (Tc) and surrogate
dislodgeable foliar residues (DFR)
derived from the application rate. Short-
term post-application exposure
assessments and risk calculations for
adults and toddlers re-entering treated
areas on the day of application resulted
in a short-term MOE of 350 for adult
dermal exposure, 100 for toddler dermal
exposure, 1,600 for toddlers for non-
dietary ingestion and 100 for combined
dermal and non-dietary ingestion for
toddlers. Dietary ingestion is addressed
in the discussion of aggregate risk.

Using these exposure assumptions for
short-term risk assessments, it is
concluded that the MOEs that will
result from the residential use of
myclobutanil do not exceed the level of
concern.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “‘available
information” concerning the cumulative
effects of a particular pesticide’s
residues and *‘other substances that
have a common mechanism of toxicity.”
The Agency believes that “‘available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning

common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
myclobutanil has a common mechanism
of toxicity with other substances or how
to include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
myclobutanil does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that myclobutanil has a
common mechanism of toxicity with
other substances.

C. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. No acute dietary risks
were identified.

2. Chronic risk. Using the partially
refined exposure assumptions described
above, EPA has concluded that
aggregate exposure to myclobutanil from
food will utilize 17% of the RfD for the
U.S. population. The major identifiable
subgroup with the highest aggregate
exposure is non-nursing infants (<1 year
old) which is discussed below. EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
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represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to myclobutanil in
drinking water and from non-dietary,
non-occupational exposure, EPA does
not expect the aggregate exposure to
exceed 100% of the RfD. EPA concludes
that there is a reasonable certainty that
no harm will result from aggregate
exposure to myclobutanil residues.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. Since short-term residential
exposure scenarios are present, short-
term aggregate MOEs for adults and
children from the turf use were
determined. The short-term aggregate
MOE for adults was 150 and for
children it was 94. Although an MOE of
94 was calculated, this MOE is
acceptable based on conservative
estimates of exposure. Since worst case
estimates were used in the calculations,
the MOE would be above 100 under
usual conditions of use. It was
concluded that short-term aggregate
MOEs for both adults and children are
acceptable. This is based on the
consideration of the conservative nature
of the default assumptions for duration
and degree of activity in treated areas by
children and adults, amount of product
available to dislodge and transfer to skin
during activity, and amount of product
dissipation over time which were used
in the derivation of exposure estimates.
The estimates were calculated using the
maximum application rate and the
assumption that 10% of the application
rate is available as dislodgeable residue.
Both of these factors are likely
overestimated. The fact that a LOEL was
not identified in the 28-day rat dermal
toxicity study used to determine the
MOE indicates an overestimate since the
level used was the highest dose tested.
Additionally there are no indoor
residential uses of myclobutanil; thus,
indoor residential exposure is not a
concern.

D. Aggregate Cancer Risk for U.S.
Population

Myclobutanil is classified as Category
E: not carcinogenic in two acceptable
animal studies.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children— In general. In assessing the
potential for additional sensitivity of
infants and children to residues of

myclobutanil, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a two-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure gestation.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. EPA believes that reliable data
support using the standard uncertainty
factor (usually 100 for combined inter-
and intra-species variability) and not the
additional tenfold MOE/uncertainty
factor when EPA has a complete data
base under existing guidelines and
when the severity of the effect in infants
or children or the potency or unusual
toxic properties of a compound do not
raise concerns regarding the adequacy of
the standard MOE/safety factor.

2. Developmental toxicity studies— i.
Rats. In the developmental study in rats,
the maternal (systemic) NOEL was 93.8
mg/kg/day, based on rough hair coat
and salivation at the LOEL of 312.6 mg/
kg/day. The developmental (fetal) NOEL
was 93.8 mg/kg/day based on
incidences of 14th rudimentary and 7th
cervical ribs at the LOEL of 312.6 mg/
kg/day.

ii. Rabbits. In the developmental
toxicity study in rabbits, the maternal
(systemic) NOEL was 60 mg/kg/day,
based on reduced weight gain, clinical
signs of toxicity and abortions at the
LOEL of 200 mg/kg/day. The
developmental (fetal) NOEL was 60 mg/
kg/day, based on increases in number of
resorptions, decreases in litter size, and
a decrease in the viability index at the
LOEL of 200 mg/kg/day.

3. Reproductive toxicity study— Rats.
In the 2-generation reproductive toxicity
study in rats, the parental (systemic)
NOEL was 2.5 mg/kg/day, based on
increased liver weights and liver cell
hypertrophy at the LOEL of 10 mg/kg/
day. The developmental (pup) NOEL
was 10 mg/kg/day, based on decreased
pup body weight during lactation at the

LOEL of 50 mg/kg/day. The
reproductive NOEL was 10 mg/kg/day,
based on the increased incidences of
stillborns, and atrophy of the testes,
epididymides, and prostate at the LOEL
of 50 mg/kg/day.

4. Pre- and post-natal sensitivity. The
pre- and post-natal toxicology data base
for myclobutanil is complete with
respect to current toxicological data
requirements. Based on the
developmental and reproductive
toxicity studies discussed above, there
does not appear to be an extra
sensitivity for pre- or post-natal effects.

5. Acute risk. No acute dietary risk
has been identified.

6. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that exposure to myclobutanil from food
will utilize 25% (nursing infants < 1
year old) and 75% (non-nursing infants
< 1 year old) of the RfD. The percent of
the RfD that will be used by the food
and water exposure for children 1-6
years old is 62% and 21% for the U.S.
population. EPA generally has no
concern for exposures below 100% of
the RfD because the RfD represents the
level at or below which daily aggregate
dietary exposure over a lifetime will not
pose appreciable risks to human health.
Despite the potential for exposure to
myclobutanil in drinking water and
from non-dietary, non-occupational
exposure, EPA does not expect the
aggregate exposure to exceed 100% of
the RfD. EPA concludes that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to myclobutanil
residues.

7. Short- or intermediate-term risk.
Intermediate-term risk is not expected
since there is no expectation of
intermediate-term exposure. Short-term
exposure scenarios are expected and the
MOEs which were determined for
aggregate short-term risk does not
exceed HED’s level of concern. It was
concluded that there is a reasonable
certainty that no harm will result from
aggregate exposure to myclobutanil
residues.

8. Conclusion. EPA concludes that
reliable data support use of the 100-fold
uncertainty factor and that an additional
10-fold factor is not needed to ensure
the safety of infants and children from
dietary exposure.

I11. Other Considerations

A. Endocrine Disrupter Effects

EPA is required to develop a
screening program to determine whether
certain substances (including all
pesticides and inerts) “may have an
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effect in humans that is similar to an
effect produced by a naturally occurring
estrogen, or such other endocrine effect
... The Agency is currently working
with interested stakeholders, including
other government agencies, public
interest groups, industry and research
scientists in developing a screening and
testing program and a priority setting
scheme to implement this program.
Congress has allowed 3 years from the
passage of the FQPA (August 3, 1999) to
implement this program. At that time,
EPA may require further testing of this
active ingredient and end use products
for endocrine disrupter effects. Based on
the adverse testicular findings in the
chronic toxicity and reproduction
studies in rats, myclobutanil should be
considered as a candidate for evaluation
as an endocrine disrupter.

B. Metabolism In Plants and Animals

1. Plants. Based on the three
metabolism studies on wheat, apples
and grapes (which indicate a similar
metabolic route for crops in three
different crop groups), the nature of the
residue in bananas is adequately
understood. The residues of concern in
bananas are myclobutanil [alpha-butyl-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile] and its
metabolite alpha-(3-hydroxybutyl)-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile (free and
bound).

2. Animals. The nature of the residue
in animals is adequately understood.
The residues of concern in animal
commodities except milk are
myclobutanil and its metabolite alpha-
(3-hydroxybutyl)-alpha-(4-
chlorophenyl)-1H-1,2,4-triazole-1-
propanenitrile (free). The residues of
concern in milk are myclobutanil and
its metabolites alpha-(3-hydroxybutyl)-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile (free and
bound) and alpha-(4-chlorophenyl)-
alpha-(3,4-dihydroxybutyl)-1H-1,2,4-
triazole-1-propanenitrile.

C. Analytical Enforcement Methodology

An adequate enforcement method,
34S-88-10, is available to enforce the
tolerance on bananas. Quantitation is by
GLC using a nitrogen/phosphorus
detector for parent myclobutanil and an
electron capture detector (Ni®3) for
residues measured as the alcohol
metabolite alpha-(3-hydroxybutyl)-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile. Enforcement
methods for the established tolerances
on animal commodities are Methods
34S-88-22, 34S-88-15, 31S-87-02, and
34S-88-21. These methods have been
submitted for publication in PAM II.

The methods are available to anyone
who is interested in pesticide residue
enforcement from: By mail, Calvin
Furlow, Public Information and Records
Intregrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location and telephone number:
Crystal Mall #2, Rm. 119FF, 1921
Jefferson Davis Hwy., (703) 305-5229.

D. Magnitude of Residues

The combined residues of
myclobutanil and its metabolite alpha-
(3-hydroxybutyl)-alpha-(4-
chlorophenyl)-1H-1,2,4-triazole-1-
propanenitrile (free and bound)
resulting from the proposed use will not
exceed 4.0 ppm in bananas (post-
harvest). The tolerance on bananas is for
the raw agricultural commodity as
defined in 40 CFR 180.1(j)(1). Both peel
and pulp are included. Crown tissue or
stalk are excluded. For risk assessment
purposes, it was concluded that
residues resulting from the proposed
use will not exceed 0.8 ppm in banana

pulp.
E. Rotational Crop Restrictions.

Rotational crop studies are not
required for uses of pesticides on
bananas.

F. International Residue Limits

There are no Codex, Canadian or
Mexican residue limits established for
myclobutanil and its metabolites on
bananas. Therefore, no compatibility
problems exist for the proposed
tolerance on bananas.

IV. Conclusion

Therefore, the tolerance is established
for the combined residues of the
fungicide myclobutanil [alpha-butyl-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile] and its
metabolite alpha-(3-hydroxybutyl)-
alpha-(4-chlorophenyl)-1H-1,2,4-
triazole-1-propanenitrile (free and
bound) in or on the raw agricultural
commodity bananas (post-harvest) at 4.0

ppm.
V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to “‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (1)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing

requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by July 13, 1998, file
written objections to any aspect of this
regulation and may also request a
hearing on those objections. Objections
and hearing requests must be filed with
the Hearing Clerk, at the address given
above (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the Hearing Clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

V1. Public Docket

EPA has established a record for this
rulemaking under docket control
number [OPP-300647] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
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Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Highway, Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

This final rule establishes a tolerance
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

In addition, since these tolerances and
exemptions that are established on the

basis of a petition under FFDCA section
408(d), such as the tolerance in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency has previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions was published on May
4, 1981 (46 FR 24950) and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

VIII. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: April 23, 1998.

Peter Caulkins,
Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180-[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

2. Section 180.443, is amended by
adding and alphabetically inserting into
the table of paragraph (a) the commodity
bananas (Post-H) at 4.0 ppm to read as
follows:

§180.443 Myclobutanil; tolerances for
residues.

(a) General. * * *

Commodity Parts per million
* * * * *
Bananas (Post-H) ........... 4.0
* * * * *

[FR Doc. 98-12577 Filed 5-11-98; 8:45 am]
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ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
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Imidacloprid; Pesticide Tolerance
Correction

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule; correction.

SUMMARY: EPA is correcting the final
rule issued in the Federal Register of
Marc